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THE LAST IS PERKIN ELMER, WHICH IS A MATTER THAT DR. ROSENDORFF 


HIMSELF ACTUALLY RAISED IN HIS TESTIMONY THE OTHER DAY. HI 


MENTIONED THAT HE STILL DEALS WITH INQUIRIES THERE AND 
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ARE -- THREE OF WHOM ARE WITNESSES IN THIS CASE CONDUCTED THAT 


INSPECTION. 
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THERE WAS AN OPPORTUNITY, MULTIPLE OPPORTUNITIES FOR TH 


LABORATORY DIRECTOR TO ADDRESS THOSE DEFICIENCIES AND TO SHO 
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SUMMER, WERE UNSUCCESSFUL. 
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DENTIFIED IN THE 


EXTENT THAT THERE WERE 


THEY 


LAB, 


DEFICIENCIES 


RESULT FROM INCOMPETENCE 


OF DR. ROSE 


SECON, 


DLY, DR. ROS! 


INDORFTF’. 


ENDORFF WAS INT! 


ERVIEWED BY THE 


GOVERNMENT 


AND WAS IDENTIFIED AND DISCLOSED AS AN EXPERT IN THIS CASE. 


IN CONNECTION WITH HIS 


RESUME. 


INTERVIEW IN 2020, HE PROVIDED A 


HE WAS QUESTIONED ABOUT HIS PERSONAL EXPERIENCE AND HE 


WAS QUESTIONED ABOUT ITEMS ON HIS RESUME. 


ATTACHED TO THE MEMORANDUM OF INT! 


SUBSEQUENTLY ATTACHED TO T 


COUNSEL 


IN 


THIS CASE. I BELI 


HE 


HIS RESUME WAS 


ERVIEW. 


HIS RESUME WAS 


EXPERT DISCLOSURE THAT WAS MADE TO 


DISCLOSURE 


THAT WE 


HE DR. 


FEDERAL AGENTS AND INDIRECTLY FROM THE 


ROSENDORFF CONCEALED MAT 


EVE IT'S THE ONLY EXPERT 


HAVE NOT CHALLENGED IN THIS CASE. 


AT INTERVIEW -- AND IN THAT INTERVIEW AND IN THAT 


DISCLOSE THAT HI 


COMPLETELY 


HE ALSO FAILED TO DISCLOSE HIS NUM 


FROM HIS RESUME. 


FE WORKED AT UBIO. 


ERIAL INFORMATION FROM 


DEFENSE BY FAILING TO 


FATLURES AT UBIO 


EF AND INVITAE. 


THE COURT: 


PUT ON THEIR RESUME, 


EF AT ALL, AND IT'S OMITTED 


EROUS PROFESSIONAL 


IS THAT SOMETHING THAT PEOPLE TYPICALLY 


THEIR FAILURES? 


(LAUGHTER. ) 


MR. WADE: 


THE COURT: 


I'M SORRY? 


IS THAT TYPICALLY SOMETHING WE SEE ON 


UNITED STATES COURT R 


E R-303 
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PEOPLE'S RESUMES, THETR CAREER FAILURES? 


MR. WADE: 


WHEN WITNESS ARE 


TO BE DISCLOSED AS 


EXPERTS I 


N THE 


TOLD THAT THEY'RE 


557 


GOING 


FIELD, YES. 


IF I HIRED AN EXPERT AND IT TURNED OUT THE EXPERT HAD WHAT 


COULD BE 


OUT OF FIVE PERFORMANCES AS A LABO 


PERCEIVED AS FOUR DIFFER! 


EXPERT D 


ID NOT DISCLOSE THAT, 


INT SIGNIFICANT DEFICIENCIES 


RATORY DIRECTOR AND THAT 


I WOULD CONSIDER THAT A MATERIAL 


CONCEALMENT AND I WOULD FIRE THAT EXPERT BECAUSE WHEN I'M -- 


WHEN THAT EXPERT IS BEING ASSESSED AND DISCLOSED AS AN EXPERT, 


WHICH DR. 


MATERIAL FACTS. 


HE 


ROSENDORFF WAS IN THIS CASE 


KNEW EXACTLY WHAT THE 


INFORMATION FROM THE GOV! 


FINALLY, 


SUBSEQUENT 


US, 


DECISION AS TO 


GOVERNM 


’ 


ERNMENT. 


YOU HAVE 


TO DISCLOSE 


ENT WAS DOING, AND HE 


I THINK HE KNOWS PRESENTLY, 


DIDN'T DISCLOSE THOSE FACTS, AND AS A RESULT WE BELIEVE HE HAS 


EXPOSURE UNDER 18 U.S.C. 1001 FOR CONCEALING MATERIAL 


UNLESS THERE'S BEEN 


EVENTS THAT THE GOVERNMENT 


HAS 


FAILED TO DISCLOS] 


HIS, HIS CAREER CURRENTLY SITS IN T 


: BALANCE. 


AND THE 


VHETHER HIS CAREER WILL BE 


-- HE'LL CONTINUE TO 


BE ABLE 


TO SERVE AS A LA 


BORATORY DIR 


ECTOR 


RESTS IN THE HANDS OF 


THE FEDERAL GOVERNMENT REGULATORS, FEDERAL GOVERNMENT 


REGULATORS THAT ARI 


E PART OF THIS CASE AND THAT COOPERATE 


EXTENSIVELY WITH THIS TEAM, AND THAT GIVES HIM BIAS TO TESTIFY 


IN FAVOR OF THE F 


iDERAL GOVE 


RNMENT AND TO AVOID TH 


DEFICIENCIES THAT HE'S IDENTIFIED IN HIS OWN TESTIMONY AS BEING 


UNITED STAT 


ER -304 


ES COURT R 
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SERVE AS 


A LABORA 


THE 


YOU'RE SAYING? 


UNDER 608 (B) 


TRUTHFULNESS IN THIS? 


MR. WADE: 


THE 


COURT: 


COURT: 


TORY DIRECTOR. 


AND THIS IS ADMISSIBLE UNDER 


I THINK THERE ARE -- IT'S ADMISSTII 


608 (1 


FOR CHARACTER FOR TRUTHFULNESS. 


AND WHAT IS THE 


CHARACT! 


TELL ME. 


MR. WADE: 


FROM GOVERNMENT AGENTS WHEN HE WAS QUESTIONED ABOUT 


PROFESS TIONAL 


HIS CONCEALMENT OF TWO OF THE INCIDENTS 


HIS 


1, EXPERIENCE. 


EVE THAT HE 


THESE 


HESE INCIDENTS FROM PERKIN ELMER WHEN HE WAS HIRED TO 


SERVE AS A COVID DIRECTOR. 


TRUTHFULNESS. 


IF HE'S NOT CANDID -- I UNDERSTAND, 


PEOPLE NORMALLY DON'T PUT THEIR FAILURES. 


BUT 


CONCEALED -- HE PROBABLY CONCEALED 


THAT GOES TO HIS CHARACTER FOR 


YOUR HONOR, THAT 


IF THEY'RE REPRESENTING THEMSELVES FOR AN IMPORTANT 


POSITION 


TERMINAT! 


ARGUABLY 


BUT 


TO BE QUALIFIED AND IF THEY'VE ACTUALLY BE 


ED FROM SI 


EN 


EVERAL JOBS FOR NOT BEING QUALIFIE 


-- NOTA 


RGUABLY -- THAT IS MISLEADING. 


D, THAT'S 


AS TO BIAS, UNDER THE SUPREME COURT DECISION IN 


UNITED STATES VERSUS ABEL, 


469 U.S. 


45, THE RELATIONSHIP 


BETWEEN A PARTY AND A WITNESS WHICH MAY LEAD THE WITNESS TO 


SLANT, UNCONSCIOUSLY OR OTHERWISE, HIS TESTIMONY IN 


UNITED STATES COURT REPORTERS 


ER-305 


FAVOR OR 
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AGAINST A PARTY IS BIAS, AND IT'S APPROPRIATE FOR INQUIRY IN 


THIS CASE. 


DR. ROSENDORFF -- 


THE COURT: 


HE'S CONCERN 


THE BIAS HERE IS, AS YOU SAY, BECAUSE 


ED, HE HAS CAREER CONCERNS THAT IF HE DOES NOT 


TESTIFY IN A WAY THAT IS OTHERWISE AGREEABLE TO THE GOVERNMENT, 


THAT THE GOVERNM 


MR. WADE: 


ENT HAS SOME CONN 


ECTION WITH HIS CAREER? 


HIS TESTIMONY IS ON THE FRONT PAGE OF 


MANY NEWSPAPERS. 


TH 


GOVERNMENT? 


E COURT: 


MR. WADE: 


GOVERNMENT. 


WHO WORKS UND! 


COURTROOM. 


COURT KNOWS F 


TO CALL THRI 


WHAT DO! 


ES THAT HAVE TO DO WITH TH 


THAT'S THE BIAS ISSUE I'M TRYING TO EXPLORE. 


IT HAS DIRECTLY TO DO WITH THE FEDERAL 


THE FEDERAL GOVERNMENT, INCLUDING THERE'S AN AGENT 


ER HHS W. 


THEY'VE B 


(EN DEALING 


HICH -- WHO IS SITTING IN THE BACK OF THIS 


EXTENSIVELY WITH CMS AS TH! 


ROM DISCOVERY MATTERS IN THIS CASE. 


THEY INTEND 


1 OF THE WITNESSES IN THIS CASE WHO ARI 


THAT JUDGMENT. 


SO IF HE DOESN'T SATISFY THI 


DOESN'T BLAM! 


E OTH! 


THAT INCREASES THE LIKELIHOO 


ERS AND TAKE 


EH GOVERNMENT THAT -- OR IF H 


INVOLVE 


ADVERSE PENALTIES AND LOSE HIS Al 


ESPONSIBILITY ON TO HIMSELF, 


D THAT HE COULD BE SUBJECT TO 


BILITY TO T! 


AS A LABORATORY DIRECTOR. 


ESTIFY -- TO SERVE 


THAT IS PRESENT RIGHT NOW IN THIS CASE. 


BUT FUNDAMENTALLY, YOUR HONOR, HIS COMPETENCE HAS BEEN PUT 


UNIT 


ED STAT 


E R-306 


ES COURT REPORTERS 
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AT ISSUE BY THE EVIDENCE. 


THE GOVERNMENT HAS SAID HE'S 


COMPETENT . 


608 (B) 


IT? 


THE 


COURT: 


MR. WADE: 


THE COURT: 


IS COMPETENCE AN ISSUE UNDER 608 (1 


REALLY TALKS ABOUT CHARACTER FOR TRUTHFULNESS, DOESN'T 


560 


COMPETENCE IS AN ISSUE IN THIS CASE UNDER 


WE'RE TALKING ABOUT 608 (B) 


HERE, AND I 


THINK THAT'S WHAT YOU'VE SUGGESTED THIS WOULD BE ADMISSIBLE 


FOR. 


MR. WADE: 


I THINK IT'S ADMISSIBLE UNDER 401. 


JUST SO THE 


RECORD IS Cl 


EAR, AND MAY! 


BE I HAVEN'T DONE A 


SUFFICIENTLY A GOOD JOB OF ADDRESSING THIS WITH THE COURT, I 


BELIEVE ALL OF THE 


GOV] 


DR. 


COMPETENCE WHICH THE GOV. 


G 
By 


EVIDENCE, GIVEN THE 


THI 


RNMENT HAS OFF! 


(RED WITH RESPECT TO THE 


G 


HORY THAT THE 


THEORY OF 


ROSENDORFF, IS ADMISSIBLE UNDER 401 BECAUSE IT GOES TO HIS 


PERIOD, FULL STOP. 


CONCEALING INFO 


ADMISSIBLE AS WELL. 


FE 
WE 


UNDER THE 


DON'T NEED TO GO TO TH 


NEXT BRANCH 


ERNMENT HAS PUT AT ISSUE IN THIS CASE, 


EH NEXT BRANCHES AT ALL. 


RMATION FRO! 


ES WITH RESPECT TO BIAS AND HIS 


M THE GOVERNMENT, WE THINK IT'S 


IT'S ADMISSI 


BLE FO 


R 


IAS ALSO BECAUSE 


THE GOVERNMENT -- HE HAS A MOTIVE, 


INFORMATION FROM THE GOVERNMENT. 


EXPOSURE. 


UNITED STATES COURT R 


E R -307 


H 


EPORTE 


HE HAS CONCEALED MATERIAL 


E HAS 18 U.S.C. 1001 


RS 
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TO THE EXTENT THAT HE TESTIFIES FAVORABLY FOR THE 


GOVERNMENT, THAT MAY DI 


THEY BRING CHARG 


ECREASE THE LIKELIHOOD THAT THEY, THAT 


ES AGAINST HIM FOR THAT CONDUCT. THAT'S A BIAS 


BASIS. 


THERE'S A BIAS BAS 


CAREER 


[S FOR THE PERKIN ELMER BECAUSE HIS 


HANGS IN THE BALANCE AT THE HANDS OF THE FEDERAL 


GOVERNMENT. 


AND SO -- AND THEN SEPARATE AND APART FROM THAT, THERE IS 


BECAUSE WE DON'T THINK HE WAS CANDID AND TRUTHFUL IN 


608 (B) 


STATEMENTS THAT HE HAS MADI 


NOT. 


CAN'T 


AND I WANT TO BE CI 


ER 


EF TO THESE POTENTIAL EMPLOYERS. 


THE COURT: UNDER 608(B), SHOULD WE ALLOW EXTRINSIC 


EVIDENCE TO COME IN? 


MR. WADE: NO, UNDER THE 608(B) THEORY WE SHOULD 


AS THE COURT KNOWS, 


OFFER EXTRINSIC EVID! 


VE CAN INQUIRE OF THE WITNESS, BUT WE 


ENCE. 


EAI 


R, I DON'T INTEND TO NECESSARILY 


EXTRINSIC EVIDENCE. 


I INTEND -- 


THE COURT: RIGHT. I THINK YOU'RE ON THAT PATH NOW 


TO TEL 


11 ME WHAT IS IT THAT YOU INTEND TO DO WITH THE EVIDENCE 


THAT YOU'VE TALKED ABOUT THIS MORNING WITH THIS WITNESS. 


MR. WADE: I INTEND TO QUESTION HIM ABOUT THE 


EVENTS -- HIS COMPETENCE 


= 
G 


A 


BOUT THE FACT THAT THESE EVENTS 


HAPPENED AND THESE RESULTS HAPPENED, HE HAD QUALITY CONTROL 


FAILURES AT THIS COMPANY, AND IT RESULTED IN 50,000 INACCURATE 


RESULTS, AND HE WAS TERMINATED AS A RESULT. 
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WITH RESPECT TO PERKIN ELMER, THERE WERE NUMEROUS 


DEFICIENCIES WITH RESP! 


QUALITY CONTROL FAILURES, THERE WERE 


ECT TO HIS RI 


ESPONSIBILITIES, THERE WE 


INADEQUATE VALIDATION 


REPORTS. 


THE COURT: 


POST-THERANOS ? 


MR. WADE: 


AND THE 


EMPLOYM 


THEY ARE, YES. 


THE COURT: 


AND WHAT IS THE RELEVANCE OF THAT? WHY 


IS HE -- LET'S JUST STAY ON YOUR TRACK. 


MR. WADE: 


THE COURT: 


YES. 


IF HE'S INCOMPETENT POST-THERANOS, WHAT 


MR. WADE: 


EH RELEVANCE TO HIS TIME AT THERANOS? 


BECAUSE HE WAS INCOMPETENT AT THERANOS, 


TOO, AND THAT'S THE 


LAB HAPPENED. 


= 
G 


EASON WHY MANY OF THE 


FAILURES WITHIN THE 


THE GOVERNMENT INTENDS TO OFFER THAT EVIDENCE ITSELF IN 


THIS CASE, SO THE IDEA THAT -- TH 


BASICALLY SAID THAT 


LABORATORY DIRECTOR 


INSPECTED AND STARTE 


D 


DR. ROSE 


IDENTIFYING ISSUES, HE, 


E GOVERNMENT'S EXPERT HAS 


NDORFF IS INCOMPETENT, AND SO THE 


VHO MS. HOLMES HIRED AFTER CMS CAME IN AND 


TOO HAS SAID THAT 


DR. ROSENDORFF IS INCOMPETENT AND THAT THE VALIDATION REPORTS 


THAT HE SIGNED WERE DEFICIENT, AND SEVERAL OF THEM. 


ALL OF THE VALIDATION REPORTS FOR THE EDISON DEVICE WERE 


DEFICIENT. 


TWO OF THE GOVERNMENT'S WITNESSES INTEND TO OFFER THAT. 


UNITED STAT 


E R-309 


ES COURT R 
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THERE WAS EVERY REASON FOR THESE FOLKS TO BELIEVE THAT HE 


WAS COMPETENT. HE 


EPRESENTED HIMSELF TO BE COMPETENT, AND -- 


THI 1 


ARGUMENT HERE. 


MR. WADE: 


THE COURT: 


WE 


DON'T HAVE 


TO Gl 


ET INTO A CLOSING 


YEAH. 


I'M TRYING TO GLEAN WHAT IS THE 


RELEVANCE OF THE 


FACT 


THAT SOMEBODY IS INCOMPETENT POST HIS 


TIME AT THERANOS, AND I'M TRYING TO GAUGE THE RELEVANCE THAT 


AND MAYBE MR. BOSTIC CAN SHARE HIS OPINIONS. 


MR. WADE: 


BELIEVE THE TESTIMONY 


FUNDAMENTALLY, I 


BEFORE THE COURT IS HE IS THE PERSON ULTIMATELY RESPONSIBLE 


WITHIN THE BORATORY. 


HE'S THE PERSON UPON WHOM EVERYONE 


LEGALLY ENTITLED TO RELY. 


THE 


COURT: 


MR. WADE: 


I UNDERSTAND. 


SO IF HE'S -- IF H 


E WAS INCOMPETENT AND 


DIDN'T DO HIS JOB, THAT IS EXCULPATORY OF MS. HOLMES. 


AND THE 


COMPETENTLY DONE HIS JOB IS HIGHLY RELEVANT. 


THE COURT: 


E, ISN'T IT? 


MR. WADE: 


THAT'S CHARACTER | 


EVID! 


FACT THAT HE APPEARS TO HAVE ALMOST NEVER 


ENCE OF A DIFFERENT 


THE GOVERNMENT HAS ELICITED HIS VIEWS AS 


THE COURT: 


RMANCE AT THESE MANY COMPANIES. 


EH RIGHT WAY AND WRONG WAY TO DO THINGS. 


HE APPEARS NOT TO BE QUALIFIED TO DO THIS BASED UPON HIS 


THIS SOUNDS LIKE CHARACTER EVIDENCE FOR 


UNITED STATES COURT REPO 
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ER -310 
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A DIFFERENT TRAIT. 


MR. WADE: 


564 


NO. 


THE GOVERNMENT HAS PUT AT ISSUE IN THIS CASE. 


IT GOES DIRECTLY TO COMPETENCE WHICH 


THE GOVERNMENT INTENDS TO OFFER EVIDENCE OF HIS 


INCOMPE'T] 


R. 


THE 


OF THE 


REPRES!I 


THE COURT: 


BOSTIC? 


MR. BOSTIC: 


ENCE, SO I DON'T KNOW HOW IT WOULDN'T BE RELEVANT. 


LET ME ASK MR. BOSTIC ABOUT THAT. 


THANK YOU, YOUR HONOR. 


COURT WON'T BE SURPRISED THAT I DISAGREE WITH A NUMBER 


COUNSEL HAS 


LET 


MADE. 


M 


START WITH THE FACTS, AS M 


CLARIFY A FEW THINGS. 


FIRST, WHI 


ALL, THE 


THIS IS AN ARTICLE 


ENTATIONS AND CHARACTERIZATIONS THAT DI! 


EN IT COMES TO THE INCIDENT AT INVITA 


EFENSE 


R. WADE DID, AND JUST 


EK, FIRST OF 


DOCUMENT THAT THE DEFENSE HAS PROVIDED AS PROOF FOR 


FROM A 


PUBLICATION CALLED "THE DARK REPORT," 


WHICH I HAVEN'T HEARD OF BEFORE. OBVIOUSLY THIS DOCUMENT 


ITSELF IS HEARSAY, SO NOT COMPETENT TO ACTUALLY PROVE THE TRUTH 


OF ANY OF THOSE 


FACTS. 


BUT 


SUBJECT TO THAT, I 


ARTICLE, 


IT DOES TALK ABOUT THE NEED, OR THE COM 


NOTE THAT, AS REPORTED IN THAT 


PANY'S DECISION 


TO RETEST 50,000 PATIENTS AFTER THE COMPANY DISCOVERED THAT 


THEY WEREN'T RUNNING A CERTAIN TEST, A TEST FOR WHAT I 


UNDERSTAND TO BE 


VERY TINY SLIVE 


A VI 


ERY RARE 


UNITED STATES COURT REPORTE 


GENETIC VARIATION THAT 


R OF GENETIC CANCERS. 


ER-311 


RS 
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MPANY ESTIMATES THAT APPROXIMATELY 2 TO 15 PATIENTS 


THAT 


WOULD I 


PARTIC 


LAR TEST IN THEIR PAN 


| BEEN AFFECTED BY THAT FAILURE TO INCLUDE 


EL OF TESTS 


MEASURE, -- WHICH BY THE WAY, 


SHOULD BE KEPT OUT FOR THAT REASON -- 


NUANCE, 


I THINK, ILLUSTRATES 


BRINGS THIS 


THAT THEY 


VERE RUNNING. 


THEY'VE DECIDED TO RETEST 50,000 PATIENTS AS A REMEDIAL 


UNDER 407 AND IT 


RULE 


BUT BESIDES 


VHICH, THAT 


VHY IT'S 


DANGEROUS TO ALLOW THE 


DEFENSE TO GO INTO THESE ISSUES HERE BECAUSE THE WAY THAT 


MR. WADE JUST CHARACTERIZED IT, YOU KNOW, INACCURATE RESULTS 


FOR 50,000 PATIENTS IS SIMPLY NOT CORRECT, AND ALLOWING FULL 


REIN FOR DR. ROSENDORFF TO BE QUESTIONED ON THESE ISSUES 


INVITES -- I HESITATE TO EVEN CALL THI 


EM MINI-TRIALS BECAUSE 


THEY'RE TRIALS IN THETR OWN RIGHT -- OF OUTSIDE THERANOS 


COMPLICATED SITUATIONS THAT WE SIMPLY DON'T HAVE 


RECORD TO LITIGATE AT THIS POINT. 


THE COMPLE 


THAT'S INVITAE. 


I'LL ALSO POINT OUT ON UBIOME, MY UNDERSTANDING IS THAT 


DR. ROS! 


A MEDICAL ISSUE HE WAS ABSENT FOR PART OF THAT. 


SEPARATED FROM THI 


THAT I'VE SEEN THAT HE 


COMPANY. 


ENDORFF WORKED AT UBIOME FOR A NUMBI 


RR OF MONTHS. DUE TO 


HE EVENTUALLY 


IT'S UNCLEAR FROM THE DOCUMENTS 


VAS FIRED FOR FATLURE 


TO PERFORM HIS 


DUTIES AS MR. WADE DESCRIBED, SO I THINK THAT'S ANOTHER FACT 


THAT MIGHT BE IN 


DISPUTE. 


AS TO THE GOVERNMENT'S INVESTIGATION OF UBIOME, 
RAISE THAT DR. ROSENDORFF WAS NEVER A TA 


INVESTIGATION. 


LET ME 


RGET OF THAT 


HE WAS INTERVIEWED AS A 


UNITED STATES COURT R 
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THE INVESTIGATION. THAT CASE HAS SINCE BEEN CHARGED. TWO 


PEOPLE WERE CHARGED IN THAT CASE. DR. ROSENDORFF WAS NOT ONE 


OF THEM. 


THE GOVERNMENT'S VIEW IS THAT THE CASE AND THE CONDUCT AT 


ISSUE IN THAT CASE, WHICH REALLY RELATES TO BILLING BY THE WAY, 


INSURANCE BILLING AND NOT THE ACCURACY OF THE TESTS THEMSELVES 


AS THIS CASE DOES. 


THE COURT: THAT CASE DOES NOT REVOLVE AROUND 


LABORATORY PRACTICES OR INACCURACIES IN THE LAB. IT SOUNDS 


LIKE IT'S A HEALTH FRAUD TYPE OF A SITUATION. 


MR. BOSTIC: THAT'S CORRECT, YOUR HONOR. THE 


ALLEGATIONS IN THAT CASE WERE THAT PATIENTS, AND THE INSURANC] 


COMPANIES ACTUALLY, WERE BILLED FOR TESTS BEFORE THEY WERE 


VALIDATED. 


OF COURSE DR. ROSENDORFF, AS THE LABORATORY DIRECTOR, HAD 


NOTHING TO DO WITH THE BILLING PRACTICES. HE TOLD THE 


GOVERNMENT THAT HE WAS UNAWARE OF THAT FRAUDULENT BILLING 


PRACTICE. THERE'S NO EVIDENCE TO THE CONTRARY. 


IN FACT, I UNDERSTAND THAT THE PREVIOUS LAI IRECTOR AT 


UBIOME QUIT WHEN HE FOUND OUT ABOUT THE BILLING PRACTICES OF 


THAT COMPANY. 


SO THERE WOULD HAVE BEEN REASON FOR THE ACTUAL DEFENDANTS 


IN THAT CASE TO CONCEAL WHAT THEY WERE DOING FROM 


DR. ROSENDORFF’. 


THE DANGER OF GETTING INTO THAT TOPIC IS THAT 
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DEEMED GUILTY BY ASSOCIATION FOR HAVING 


COMPANY THAT WAS 


BY THE GOVERNMENT AGAIN, PART OF THE 


ULTED IN THE PRINCIPALS BEING INDICTED AS THIS 


COMPANY DID. 


THAT KIND OF GUILT BY ASSOCIATION WE THINK IS 


INAPPROPRIATE AND EXCLUDABLE UNDER 403. 


FINALLY, AS TO THE PERKIN ELMER SITUATION, THE CMS 


INSPECTION 


IN THAT CASE OBVIOUSLY HAS NOTHING TO DO WITH THE 


CONDITION OF THE 


LABORATORY AT THERANOS. 


I AGRI 


iF WITH THE 


COURT THAT THIS IS CHARACTER EVIDENCE. 


IF WE'RE TALKING ABOUT DR. 


ANOT 


ER WAY TO SAY THAT IS HIS C 


OR INCOMPETENT LABORATORY 


DEFENSE 


IS TRYING TO DO H 


V THAT HE HAS THAT CHARACTER TRAIT, AND T 


RE IS TO BRING IN UNR 


EK LAT! 


ROSENDORFE'S COMPETENCY, 
HARACTER FOR BEING A COMPETENT 


DIRECTOR, AND I THINK WHAT THE 


ED CONDUCT 


404, AND I DON'T THINK THAT THE 


ADMISSIBILITY BY RELYING ON RULE 


EING A CARELESS LAB DIRECTOR. 


HE CHARACTER 


HAT IS NOT A PROPER USE OF THAT KIND OF EVIDENCE UNDER 


DEFENSE CAN SALVAGE 


THE 


608 BECAUSE 


CLEAR AT Al 


LL THAT 


INFORMATION FROM T 


DR. ROSENDO. 


RFF ACTUALLY CONCEALED THIS 


HE GOVERNMENT OR SAID ANYTHING INCONSISTENT 


WITH THE TRUTH IN THIS CASE. 


THE 


DEFENSE CHARACTERIZES THAT 


INTERACTION WITH DR. ROSENDORF'F AS DR. 


UNITED STATES COURT REPORTE 


RS 


ER-314 


INTERVIEW AND THAT 


ROSENDORFF HOLDING 
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HIMSELF OUT AS AN EXPERT. 


568 


THE DEFENSE COMPARED IT TO A 


SITUATION WHERE A LITIGATING PARTY SELECTS AND HIRES AN EXPERT. 


THAT'S NOT AT ALL WHAT HAPPENED 


HERE. 


THE GOVERNMENT HAS ALWAYS VIEWED DR. ROSENDORFF'S 


TESTIMONY AS PRIMARILY, IF NOT ENTIRELY, PERCIPIENT TESTIMONY. 


OUT OF AN ABUNDANCE OF CAUTION, WE DID DISCLOSE SOME OF 


HIS OPINIONS AS EXPERT OPINIONS. 


HE DIDN'T END UP TESTIFYING AS AN EXPERT, HOWEVER. 


AND THE MEETING THAT WE HAD IN SEPTEMBER OF 2020 WITH 


DR. ROSENDORFF WAS FOR THE PURPOSE OF US ASKING HIM INFORMATION 


ABOUT WHAT HIS OPINIONS WERE SO WE 


COULD SUMMARTZE THEM AND 


PROVIDE THAT NOTICE TO THE DEFENSE. 


IT WAS NOT SO THAT DR. 


ROSENDORFF COULD CONVINCE US OF HIS 


QUALIFICATIONS OR PROVIDE US WITH A COMPREHENSIVE LIST OF 


EVERYTHING THAT HE HAS DONE. 


AND THROUGH THAT LENS, I JUST DON'T THINK IT HOLDS WATER 


TO SAY THAT HE CONCEALED INFORMATION OR LIED TO THE GOVERNMENT 


AND HAS ANY EXPOSURE UNDER 1001. 


MR. WADE: 


THE COURT: 


YOUR HONOR -- 


EXCUSE ME. 


MR. WADE SUGGESTS THAT HE FALSIFIED INFORMATION ON HIS 


RESUME, AND THEN HE ALSO SUGGI 


YOUR CONTROL BECAUSE OF THE BIAS AN 


TO UNSATISFACTORY TESTIMONY AS JUDG 


ESTS THAT HE IS, IN ESSENCE 


D HIS CAREER FEARS RELATED 


ED BY THE GOVERNMENT. 


CAN YOU COMMENT ON THAT? 


UNIT! 


ED STATI 


ER-315 


ES COURT R 


EPORTE 
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MR. BOSTIC: YES, YOUR HONOR. 


569 


= 
G 


AS TO BIAS FIRST, I THINK THERE'S THE, 


SITUATION THAT WE ALL HAVE I 


N MIND WHI 


THE KIND OF CORE 


ERE THERE'S A COOPERATING 


WITNESS WHO ALSO HAS SOME CRIMINAL LIABILITY FOR SIMILAR 


CONDUCT. THE COOPERATING WITNESS HAS ENT 


ERED INTO AN AGREEMENT 


WITH THE GOVERNMENT, PERHAPS A PLEA AGREEMENT. 


ON CROSS, THE DEFENDANT'S LAWYER IS ENTITLED TO GET INTO 


THAT RELATIONSHIP, ANY PROMISES THAT HAVE BEEN MADE. THERE'S 


ENOUGH OF A NEXUS THERE TO MAKE THAT RELEVANT, NOT EXCLUDABLE 


UNDER 403. 


HERE I THINK THE BIAS ARGUMENT IS TOO ATTENUATED. IT'S 


COMPLETELY SPECULATIVE TO THINK THAT DR. ROSENDORFF'S TESTIMONY 


IN THIS CRIMINAL CASE WILL ACT 


UALLY HAVE ANY EFFECT ON 


ANOTHER GOVERNMENT REGULATORY |! 


BODY DOI 


ES WHEN VIEWING THE 


LABORATORY VIOLATIONS. THE NEXUS JUST HASN'T BEEN ESTABLISHED. 


THE COURT: MR. WADE SUGGESTS THAT THERE ARE 


WITNESSES IN THIS CASE WHO PERHAPS HAVE DONE THE INVESTIGATIONS 


IN THE LABS THAT THIS DOCTOR HAS WO 


THAT THAT INTIMACY AND CONNE 


RKED AT, AND HE SUGGESTS 


CTION BETWE! 


SUGGESTS SOMETHING. IS THAT A CONCERN? 


EN THOSE TWO CASES 


MR. BOSTIC: I DON'T THINK SO, YOUR HONOR. I THINK 


THE CMS WITNESSES HAVE A RELATIONSHIP TO THIS CASE THAT 


DR. ROSENDORFF ALSO DOES AND THAT THEY BOTH HAVE RELEVANT 


INFORMATION TO SHARE ABOUT THERANOS. 


I DON'T THINK THAT LINKS THOSE WITNESSES TO 
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ACTIVITIES THAT AREN'T TIED TO THIS CASE. 


570 


ROUGH THE REGULATORY 


IT'S CLEAR HOW FAR 


I THINK LOOKING AT THE ABEL DECISION, 


AFIELD WE ARE HERE FROM 


TALKING ABOUT A WITNESS |] 


WHAT HAPPENED THERE. 


THERE WE'RE 


BING IN THE SAME 


GANG AS THE DEFENDANT 


AND A GANG THAT REQUIRES THEM TO LIE AND DO ANYTHING TO HELP 


EACH OTHER. 


THAT KIND OF THING OBVIOUSLY IS CRITICAL TO 


EXPLORE ON CROSS-EXAMINATION. THAT IS COMPETENT BIAS EVIDENCE. 


HIS, THIS -- THE 


WITH THE FEDERAL GOVERN 


ENT IS ONE 


RELATIONSHIP THAT DR. ROSENDORFF HAS 


THAT MANY PEOPLE HAVE WITH 


THE FEDERAL GOVERNMENT, ANYONE WHO HAS 


OR OTHER BRANCHES OF THE NUM 


MONOLITHIC, YO 


DEALINGS WITH THE I.R.S. 


ROUS GOVERNMENT WHICH IS NOT 


THINK THE CONNECTION IS 


TH 


MR. WADE: 


FACTS. 


THE WITNESS SAYS IN HIS INTERVIEW 


UBIOME 


E COURT: 


THAT HE 


U COULD MAKE THE SAME KIND OF ARGUMENT FOR. I 


JUST NOT STRONG ENOUGH HERE. 


OKAY. 


YOUR HONOR, IF I COULD JUST CLARIFY A FEW 


VITH THE GOVERNMENT ON 


THAT. 


SO -- AND HE WAS 


BELIEVE HE 


HE SAID 


WAS FIRED. 


FIRED ESSENTIALLY 


OKAY? 


HE WAS FIRED IN STATEMENTS 


SO THERE'S NO AMBIGUITY AS TO 


TO THE 


GOVERNMENT. 


PROBABLY BECAUSE, I 


BECAUSE 


HE WASN'T SHOWING UP 


AND HE WASN'T DISPATCHING 


TH 


HEALTH ISSUE. 


SAID IN HIS INTERVIEW, 


HIS PROFESSIONAL OBLIGATIONS. 


E COURT: M 


R. BOSTIC SUGGESTS 


UNITED 


THAT THERE WAS A 


STATES COURT REPORTE 
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MR. WADE: 


THERE WAS A HEALTH ISSUE WITH RESPECT TO 


WHAT 608 (B 


GETTING IN 


INFORMATION, 


THE 


COURT: SO WHEN WE 


BUT NOT WITH RESPECT TO OTHER ABSENCES. 


GO INTO THIS -- AND THIS IS 


) TEACHES -- THE REASON FOR 608 (B) 


AND EXTRINSIC 


EVIDENCE, AS YOU KNOW, IS TO AVOID MINI TRIALS, TO AVOID 


TO THESE OFF RAMPS THAT TALK ABOUT PERHAPS HELPFUL 


BUT 


PROBLEMS WERE NOT LAB PROBLEMS A 


LIKE YOU JUST HEARD ABOUT UBIOME, 


THEIR 


PROBLEMS AT A 


THIS 


DIFFERENT LEVEL. 


IS THE 


ISSUE WE COME INTO 


TYPE OF IS 


ADDITIONAL 


SUE. SHOUL 


EVIDENCE 


IN TO CLEAR THE 


THERE WERE 


PPARENTLY, THEY 


VERE BILLING 


THEN. IT BECOMES A 403 


WE ALLOW -- SHOULD THE COURT ALLOW 


RECORD TO SHOW THAT, WELL, 


PROBLEMS THERE, HE WAS T 


IN THE 


THEY WERE 


ALLEGE 


EFT IN THE 


BILLING THAT H 


ERE, THE PROBLEMS WERE NOT 


BECAUSE OF SOME ALLEGED INCOMPETENCE OR 


EF HAD NOTHING TO DO WITH. 


THAT'S A DIFFERENT -- I THINK YOU'LL AGREE, THAT'S A 


IFFERENT CIRCUMSTANCE. 


BAD GUY AN 


IS NOT SOMETHING THAT THE, 


GOVERNMENT 


BIASSED. 


MR. WADE: 


I SEE IT A BIT 


DIFFERENTLY, YOUR HONOR. 


THE 


COURT: OTHERWISE 


D, YOU KNOW, BAD GUYS, 


THEY 


RE SAYING, WELL, HE'S A 


SEEM TO COLLECT TOGETHER. 


MR. WADE: YOUR HONOR, WH 


THAT THE 


HE 


IAT I'M SAYING IS THAT BIAS 


COURT -- THAT TH 


'S BIASSED OR HE'S NOT 


GETS TO DECIDE, WELL, 


IT'S IN THE 


I REA 


D HIS GRAND 


EYES OF THE WITNESS. 


RY TESTIMONY AS TO THE CONCERNS THAT HE 
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HAS ABOUT THE ABILITY TO PRACTICE IF THINGS ARE SHOWN TO BE 


DEFICIENT. 


HE 
E 


ISSUE AND IN THE HANDS OF THE FEDERAL GOVERNMENT. 


KNOWS THAT HIS ABILITY TO PRACTICE IS CURR 


THAT. 


ENTLY AT 


HE KNOWS 


HE KNOWS THAT THOSE PEOPLE ARE THE SAME PEOPLE INVOLVED IN 


THIS CASE. HI 


AND SO -- 


THE GOVERNMENT 


CHARGI 


ED, 


BUT HE 


KNOWS THAT. 


JUST SAI 


MEANS THAT HE 


VAS 


VITHIN THE ZONE OF DANGE 


BUT THERE'S A MORE FUNDAMENTAL BIAS, YOUR HONOR. 


D THAT HE WASN'T A TARGET AND HE WASN'T 


VAS -- HE WAS ALMOST CERTAINLY A SUBJECT, WHICH 


R WITHIN THAT AND HE 


GOES IN TO INTERVIEW WITH THE GOVERNMENT AND THE FACT THAT THEY 


DON'T CHARGE HIM IS MAYBE EVIDENCE OF WHY HE WANTS TO COOPERATE 


WITH THIS OFFICE. 


IT'S THE SAME U.S. ATTO 


YOUR HONOR. 


THE 


MR. WADE: 


MR. BOSTIC: 


COU. 


RNEY'S OFFICE, 


RT: HOW LONG AGO WAS THAT? 


ER OF 2020. 


I BELIEVE THE CASE WAS CHARGED IN 


BUT THE 


LAST YEAR, LESS THAN A YEAR AGO. 


THE INTERVIEW, YOUR HONOR, WAS IN 


MARCH OF 


INVESTIGATION BEGAN IN 2019, I BELIEVE. 


AND I CAN ALSO REPRESENT TO THE COURT THAT THE, THE 


ERNMENT TEAM INVESTIGATING UBIOM 


EF WAS WELL AWARI 


OF 


DR. ROSENDORFEF'S INVOLVEMENT IN THAT CASE IN 2019, WELL IN 


ADVANCI 


E OF HIS INTERVIEW IN 2020 WITH THE THERANOS T 


HAM. 


SO THERE WOULDN'T BE A POINT IN HIM TRYING TO CONCEAL THAT 
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FACT FROM THE GOVERNMENT AT THAT TIME. 


THE COURT: IS THAT A CASE THAT IS IN THIS DISTRICT? 


MR. BOSTIC: IT IS, YOUR HONOR. 


THE COURT: ALL RIGHT. WELL, WE'RE CLOSING IN ON 


9:00 O'CLOCK. JI APPRECIATE YOUR EMAIL LAST NIGHT, MR. WADI 


SAYING THAT THESE ISSUES ARE NOT LIKELY TO COME UP IN THE 


MORNING SESSION. 


MR. WADE: YEAH. YES, YOUR HONOR. 


I HAVE OTHER TOPICS THAT I CAN RAISE AND WE'RE HAPPY, 


F HAPPY TO DISCUSS THIS AT LUNCH. 


I WOULD NOTE, AGAIN, FOR THE COURT'S CONSIDERATION AND 


FOCUS, IN CONSIDERING THE TESTIMONY THAT HE OFFERED MANY TIMES 


OVER DEFENSE OBJECTION THAT WENT INTO HIS COMPETENCE, I THINK 


THAT'S AN INDEPENDENT BASIS AND UNDER 403 -- I DON'T THINK WE 


NEED TO GET INTO -- THE BIAS IS AN APPROPRIATE REASON TO 


INQUIRE. I THINK 608 IS AN APPROPRIATE REASON, BUT I THINK 


IT'S ACTUALLY -- GIVEN WHAT HE HAS TESTIFIED AS TO HIS 


COMPETENCE AND HIS BLAMING OTHER PEOPLE, I THINK 401 IS THE 


MOST STRAIGHTFORWARD ANALYSIS, AND IF THE GOVERNMENT THINKS 


THAT WE'VE REPRESENTED THESE THINGS UNFAIRLY, THEY CAN GO INTO 


IT AND STRAIGHTEN THOSE ISSUES OUT WITHIN REDIRECT. 


BUT I WILL SAY THAT WE DID PROVIDE THAT ARTICLE FOR THE 


COURT'S BENEFIT BECAUSE IT WAS EASTLY DIGESTIBLE. THOSE EVENTS 


ARE NOT THE SUBJECT OF DISPUTE. THEY'RE ALSO IN S.E.C. FILINGS 


OF THE COMPANY WHERE THEY DISCLOSE ESSENTIALLY THE SAME FACTS. 
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THE COURT: WELL, I SEE -- THANK YOU. 


FIRST OF ALL, I SEE SOME 403 ISSUES ABOUT GETTING INTO 


THIS, AND THERE ARE SOME 611 ISSUES AS TO THIS WITNESS AND WHAT 


SHOULD HAPPEN HERE. SOME OF THIS IS CUMULATIVE. 


HOW MUCH -- AND I'M JUST CURIOUS, WHAT IS IT YOU WANT TO 


DO? YOU TOLD ME YOU WANT TO RAISE ALL OF THESE ISSUES, BUT I 


DON'T THINK ALL OF THESE ISSUES NEC! 


ESSARILY UNDER A 403 


ANALYSIS, PARTICULARLY THE UBIOME ISSUE, 


I HAVE SOME QUALMS 


ABOUT THAT, AND I'LL LET YOU KNOW. 


MR. WADE: ON THE UBIOME ISSUE, YOUR HONOR, I THINK 


WE CAN ADDRESS THAT WITHOUT GOING INTO THE FACT THAT HE ENGAGED 


WITH THE GOVERNMENT. 


I THINK THE FACT THAT -- THE FACT THAT HE CONCEALED THAT 


FROM HIS RESUME BECAUSE HE WAS FIRED FOR INCOMPETENCE I THINK 


IS A FATR AVENUE OF INQUIRY. 


THE COURT: IS THERE A DOCUMENT THAT SAYS YOU ARE 


BECAUSE YOU'RE INCOMPETENT? 


MR. WADE: THERE'S A DOCUMENT THAT SAYS THAT WE'VE 


DECIDED TO MAKE A CHANGE. IN HIS INT 


ERVIEW REPORT WITH TH 


GOVERNMENT, HE SAYS HE WAS FIRED, AND I BI 


BLIEVE HE SAYS BECAUSE 


HE SUSPECTS BECAUSE HE WASN'T MEETING HIS PROFESSIONAL 


OBLIGATIONS. 


THE COURT: I DIDN'T HERE COMPETENCE IN ANY OF THAT. 


MR. WADE: WELL, HE WASN'T SHOWING UP. 


THE COURT: AND I HEARD THERE WERE SOME HEALTH 
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ISSUES. 


MR. WADE: THAT WAS A DIFFERENT ISSUE. THEY'RE 


CONFLATING THE TWO. 


THE COURT: THAT'S THE PROBLEM WITH THIS TYPE OF 


EVIDENCE. YOU TRY TO PARSE IT TOGETHER AND PUT IT TOGETHER. 


I THINK I UNDERSTAND WHAT YOU WANT TO DO. YOU TOLD ME HOW 


VALUABLE THIS EVIDENCE IS TO YOUR CASE AND I APPRECIATE THAT. 


SO I'LL HAVE TO LOOK AT THIS. I'VE JUST GOT THESE 


DOCUMENTS. I'LL LOOK AT THESE AND WE'LL HAVE SOME FURTHER 


DISCUSSION. 


I DO HAVE SOME CONCERNS ABOUT THE CUMULATIVE NATURE OF 


THIS AND HOW MUCH OF THIS IS GOING TO -- IF IT COMES IN AT ALL, 


WHAT I'LL ALLOW YOU TO INQUIRE ON. 


HIS COMPETENCY MIGHT BE AT ISSUE. I THINK THERE 


REASONS TO PROBE SOMEBODY'S COMPETENCY. 


BUT HOW FAR YOU GO WITH THAT AND WHAT TYPE OF EXTRINSIC 


EVIDENCE THAT IS PERMITTED FOR THAT I THINK IS A REAL ISSUE 


HERE, AND I'M NOT CERTAIN THAT I WOULD PERMIT YOU TO RAISE ALL 


OF THESE ISSUES AS YOU'VE SAID. 


PERHAPS HE HAD ISSUES AFTER HIS EMPLOYMENT, AND IF YOU 


WANT TO SUGGEST THAT HE HAD SOME PROBLEMS AT THERANOS AND THAT 


THEY CONTINUED. 


I DON'T KNOW EXACTLY WHAT IT IS. I WANT TO LOOK AT THESE 


AND SEE. I DO HAVE SOME ISSUES ABOUT GOING INTO EVERYTHING 


THAT YOU'VE TALKED ABOUT THIS MORNING, MR. WADE. I THINK 
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MR. WADE: IT WAS OUR HOPE, AS I TOLD COUNSEL, THAT 


WE WOULD PASS THE WITNESS 


SOMETIMES -- 
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I BELIEVE I DELETED THEM THE SAME EVENING. I WENT INTO 


THE APPLE STORE D WENT INTO MY GMAIL ACCOUNT AND DELETED ALL 
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EMATLS. 


YOU HAD NOT DELETED ALL OF THE EMAILS AS OF THAT DATE, HAD 
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PETENCE, AND I THINK IT'S NECESSARY FOR MS. HOLMES TO BE 


E'S DONE THAT THROUGH YOU, 


I THINK THAT'S WHAT YOUR 


YOU WERE GRILLING HIM AND I THINK YOUR EXAMINATION SHOWS 
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THAT. 
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EXAMINE ON THAT. 


RSTAND FROM OUR 
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HAVE IN 


SO AS TO THAT, I WOULD NOT ALLOW YOU TO GO INTO ANY 


EXAMINATION ON THAT. 


THE 


HOPE I AM -- IT SEEMS 


THAT'S ANOTHER AREA 
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THE -- OF HIS PERFORMANCE 
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HOW TO PUT YOUR CASE ON. 


CONCERNS? 


IT INVOLVE THE 


MR. WADE: 


UNDERSTOOD. 


THE 


WAS THERE AN 


= 
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COURT: 


SAME 


BUT THE QU 


THAT'S EVEN A LITTLE CLOSER. 


DO YOU FEEL SOME ANXIETY ABOUT -- HAS THAT DIRECTED YOU? 


INSPECTORS HERE? 


BUT THAT'S THE ISSUE. 


MR. WADE: 


THE COURT: 


OKAY. 


THAT FOCUSSED YOU? 


YOU 


FACT THAT THE 


THE 
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AGAIN, I AM NOT T! 


SEE THE Gl 


ENERAL ARI 
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SAME INSP! 


MAYBE IT'S J 


TO ALLOW YOU 


FACT THAT TH 


WAS 


NEWARK OR SOM 


BIOSIS, SO 


BUT NONETHELESS, 


RFE; 
aa 
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DO. 


COURT: BECAUSE 


EA, THOUGH. 


WAS AN INSPE 


INVESTIGATION FROM CMS AT PERKINS? 


I DON'T KNOW, MAYB 


ELLING YOU WHAT QUESTIONS TO ASK. 


THAT'S REALLY THE ISSUE. 


712 


ESTION WAS, DO YOU HAVE 


DID 


AND THEN AS A RESULT OF THAT INSPECTION, 


HAS 


I HOPE 


THE 


CTI 


1 SYMBIOTIC REI 


AATIONSHIP AT LI 


ON AT THIS LAB AND T 


FAST BY 


E FACT THAT 


ECTORS WERE INVOLVED IN THERANOS, THERE'S SOME 


EMPLOYMENT. 


JUST PURE COINCIDENCE. 


I THINK 


BECAUSE 


THIS? 


TO PROBE 


OF WHAT IT IS, 


I'M GOING 


THAT, 


BUT NOT TO GET INTO, ISN'T ITA 


E LAB WAS ALSO ENGAGED IN X, Y, 2? 


OR THEIR LAB 


YOU USED THE WORD "CHAOS" I THINK EARLIER TO DESCRIBE 


MR. WADE: 


E THING. 


NOT NEWARK. 


UNITED STAT 


E R-333 


ES COURT RE 


PORTE 


RS 


I THINK I WAS DESCRIBING 
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1 WHAT THE TEXT MESSAGES WITH WHICH MY UNDERSTANDING WAS THAT WE 
2 HAD THE FOUNDATION. 
3 THE COURT: I'M JUST USING THAT AS AN E 
4 NOT CRITICIZING YOUR WORD CHOICE. 
5 MR. WADE: NO. JI UNDERSTAND. 
6 THE COURT: BUT I AM GOING TO PERMIT YOU TO DO THAT. 
7 I THINK THAT'S RELEVANT FOR EXPLORATION OF WHETHER OR NOT THIS 
8 WITNESS HAS ANY BIAS, WHETHER OR NOT THIS WITNESS'S RESPONSES 
9 OVER THE LAST DAYS HAVE BEEN THE RESULT OF CONCERN. 
10 THAT'S -- AND HIS ANSWERS WILL BE WHAT THEY ARI 
11 JURY CAN CERTAINLY GIVE IT WHATEVER WEIGHT THEY FEEL IS 
12 APPROPRIATE. THAT'S THE PURPOSE FOR BIAS. 
ln LET ME ALSO INDICATE THERE ON THE RECORD -- AND I 
14 MENTIONED I STARTED MY COMMENTS WITH YOUR FOUR AND A HALF DAYS 
15 OF EXAMINATION, THE ISSUE OF CUMULATIVE COMES UP ALSO. TH 
16 PURPOSE TO EXAMINE ON THESE ISSUES WAS TO DIMINISH THE 
Ll CREDIBILITY OF THIS PARTICULAR WITNESS. 
18 I THINK YOU'VE ACCOMPLISHED THAT FOR THE JURY OVER THE 
19 LAST FOUR DAYS, AT LEAST SUCH THAT THEY CAN WEIGH IT AND GIVE 
20 IT WHATEVER WEIGHT THEY THINK IS APPROPRIATE. 
21 SO THERE IS SOME CUMULATIVE NATURE AS WELL IN ALL OF THIS, 
22 WHICH ALSO IMPARTS A 403 ANALYSIS AS TO THE ADDITIONAL TIME 
23 THAT WOULD BE REQUIRED TO PROBE INTO OTHER MATTERS, AND THAT'S 
24 REALLY MORE TOWARDS THE OTHER TWO EXAMPLES WE TALKED ABOUT, BUT 
25 IT ALSO TOUCHES ON THIS AS WELL, THOUGH. 
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I DO UNDERSTAND, YOUR HONOR. 
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EXAMINATION, 
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I HOPE YOU DON'T TAKE ME BEING CRITICAL 


OF YOU DOING WHAT YOU DID, BUT -- AND I'M NOT. I'M JUST 


OBSERVING THAT WE HAD FOUR DAYS AND YOU WERE, YOU KNOW, YOU 
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CROSS-EXAMINATION. 
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VE NATURE 
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THAT ANSWER. 


THE CIRCUMSTANCES THAT THEY'RE IN AS A 
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FFERENT C 


VITH RESPECT TO PERKIN ELM 
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CONSEQUENCES BECAUSE OF 


MATTER OF LAW, SO -- 


ONVERSATION WITH 


PLORED WITH HIM HERE, BUT 


LICENSE. 
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COURT: 


SURE. 


iR. THER 


E'S AN EMAIL THAT DOCUMENTS 
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HIS AWARENESS AND CONCERN ABOUT THE FACT THAT HE COULD LOSE HIS 


DON'T HAVE TO GET INTO ALL OF THE NUANCES OF WHAT IT WAS. 
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INTIMACY IN HIS CURRENT EMPLOYMENT. 


HE MAY HAVE CONCERNS ABOUT HIS FUTURE EMPLOYMENT, AND HAS 


THAT IN ANY WAY SHAPED ANY OF THE TESTIMONY THAT HE'S GIVEN 


TODAY SUCH THAT HE FAVORS THE GOVERNMENT, SUCH THAT HE FAVORS 
THERANOS ? 


I THINK IT'S PRETTY STRATGHTFORWARD, I HOPE. I THINK IT 


MR. WADE: JI UNDERSTAND THE DIRECTION OF THE COURT. 


THE COURT: BUT WE'LL GIVE YOU TEN MINUTES TO PUT IT 


ALL TOGETHER. 


GREAT. THANK YOU, YOUR HONOR. 
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RK: COURT IS IN RECESS. 


RT: AND THEN -- I'M SORRY. 


MR. BOSTIC, DO YOU THEN BEGIN YOUR REDIRE EXAMINATION 


THIS AFTERNOON? 


MR. BOSTIC: YES, YOUR HONOR. 


THE COURT: GREAT. THANK YOU VERY MUCH. 
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MR. WADE: 


ESTIONS. 


THE COURT: 


BY MR. WADE: 


Q. 


YES, YO 


SURE. 


DR. ROSENDORF'F’, 


ABOUT 13 YEARS. 


CORRECT. 


IT BELIEVE YOU'VE 


SINCE ABOUT 2008? 


CORRECT. 


AND DURING THAT 


UR HONOR, JUST A FEW MORE 


ECTOR FOR 


TIME, WE'VE TALK 


ED ABOUT HOW YOU 


FREQUENTLY WORKED IN THE CLIA ENVIRONMENT; RIGHT? 
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YES. 


WHERE THE REGULATORS ASSESS THE PERFORMANCE OF THE LAB 


BR THE CLIA REGULATIONS? 


CORRECT. 
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AND WE'VE TALKED ABOUT THOSE REGULATIONS AT LENGTH IN THIS 


INATION; CORR! 
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on AND ON OTHER OCCASIONS YOU'D INTERACT WITH REGULATORS; 


CORRECT? 
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oO 
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Q. LIKE WE JUST TALKED ABOUT YOUR INTERACTIONS WITH 


MR. YAMAMOTO. 


DO YOU RECALL? 
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ECALL PLACING A PHONE CALL TO CMS AND SPEAKING TO 
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GHT, RIGHT. 


ESTIMONY. 


DO YOU RECALL THAT? 


YE 
E 


OKAY. 


LAI 


S. 
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WE WERE JUST TALKING ABOUT THAT IN YOUR 


I THINK YOU MENTIONED YESTERDAY, 


B THAT IS ALSO IN CALIFORNIA; IS THAT RIGHT? 
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D REMIND ME WHERE THAT LAB IS LOCATED? 


IT IS LOCATED IN VALI 
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ESTIGATION THAT WE'VE TALK 
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EF 2013 INSPECTION AT THERANOS? 
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REGIONAL DIRECTOR FOR THE WESTERN STATES? 
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YOU, THEY PROVIDED YOU A NOTICE IDENTIFYING SOME MATTERS; IS 


THAT RIGHT? 


A. YES. 
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I BELIEVE SO. 


MAY OTH. 


AND THERE 


DOES THAT SOUND FAMILIAR? 


WAS SOME RESPONSES WHERE YOU PROVIDI 


INFORMATION TO CMS? 


As 
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YES. 


720 


AND THEN THEY PROVIDED ANOTHER NOTICE IN JULY OF 2021. 


DO YOU RECALL THAT? 
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AND YOU'RE AWARE THAT IF -- LET ME STRIKE THAT. 


IN CONNECTION 


VITH THAT NOTICE, THAT CREATED SOME 


IMPLICATIONS FOR YOU PERSONALLY; IS THAT RIGHT? 
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I CAN'T COMMENT ON 
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CONVERSATION WITH M 


MR. YAMAMOTO, 


OUTCOME 
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A. 


I DON'T HAVE THE TEXT 
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MR. WADE: 


DO YOU RECALL AFTER YOU GOT THE NOTIC 
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MR. 


THI 


MR. 


WADE: 


COURT: THANK 


BOSTIC: 


MAY I PROC 


THE COURT: 


YOU. 


R. BOSTIC, DO YOU HAVE REDIRECT 


ED, YOUR HONOR? 


YES, PLEASE. 
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I DO, YOUR HONOR. 


REDIRECT EXAMINATION 


BY MR. BOSTIC: 


Q. 


A. 


Q. 


TOPICS THAT YOU DISCUSSED WI 


GOOD AFTERNOON, DR. ROSENDORFF’. 


GOOD AFT! 


ERNOON, SIR. 
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FIRST, DO YO 
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ABOUT PREVIOUS MEETINGS THAT YOU HAD 
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I HAVE NO FURTHER QUESTIONS. 
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THE COURT: 


ENTLEMEN. 


ET'S TAKE 45 MINUTES, 45 MINUTES. AND THE E'LL Co 


867 


LET'S TAKE OUR MORNING BREAK NOW, LADIES 


WILL YOU HAVE CROSS-EXAMINATION, OR RECROSS? 


MR. WADE: 


THE COURT: 


THE CLERK: 


THE COURT: 


I WILL, YOUR HONOR. 


ALL RIGHT. THANK YOU. 


COURT IS IN RECESS. 


YOU CAN STAND DOWN, DOCTOR, AS WELL. 


(JURY OUT AT 11:07 A.M.) 


THE RI 


THE COURT: 


ECORD SHOULD REFLECT OUR JURY HAS LEFT FOR THE 


ALL RIGHT. PLEASE BE SEATED. 


AND DR. ROSENDORF'F HAS LEFT THE COURTROOM. 


M 


R. WADE? 


MR. WADE: 


YOUR HONOR, COUNSEL JUST, WITH A SERIES OF 


QUESTIONS, ELICITED A COMPARISON OF THE THERANOS LAB AND ISSUES 


WITHIN 


THE THERANOS LAB TO EVERY OTHER LAB IN WHICH 


DR. ROSEN 


THE SIGNIFICANC] 


DORFF WORKED OVER THE PERIOD OF 13 YEARS AND COMPARED 


THAT HAS OPENI 


ED THE DOOR TO THE CROSS-EXAMINATION THAT THI 


EH OF THOSE ISSUES. 


GOVERNMENT TRIED TO PRECLUDE YESTERDAY, THAT THEY HAVE PUT THAT 


AT ISSUE. 


HE HAS TESTIFIED BEFORE THIS COURT, OR BEFORE THIS 


JURY, AND NOW IT'S ONLY FAIR TO GO INTO THE PROBLEMS THAT 


EXISTED 


WITHIN THOSE 


PICTURE. 


LABS SO THE JURY UNDERSTANDS THE FULL 
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WITHOUT IT, IT'S A VERY MISLEADING CHARACTERIZATION BASED 


ESTIONS THAT THE GOVERNMENT JUST ASKED. 


MR. BOSTIC: I DISAGREE, YOUR HONOR. THAT WAS IN 


RESPONSE TO QUESTIONS ON CROSS ABOUT WHETHER LABS MAKE 


MISTAKES, AND I THINK THE SIMPLE QUESTION OF WHETHER 


DR. ROSENDORFF CATEGORIZES THE ISSUES AT THERANOS AS JUST 


SIMPLE RUN OF THE MILL LABORATORY MISTAKES IS IN DIRECT 


RESPONSE TO THAT LINE OF QUESTIONING ON CROSS. 


I DON'T THINK HE SAID ANYTHING THAT OPENS THE DOOR TO THE 


FE RANGE OF EVIDENCE THAT MR. WADE IS REFERENCING. 


MR. WADE: YOUR HONOR, THE TRANSCRIPT SPEAKS FOR 


HE -- HE OPENED UP 13 YEARS OF HIS LAB EXPERIENCE, ALL 


OTHER EXPERIENCES, AND ASKED HIM TO COMPARE THOSE ERRORS 


: ERRORS OF ALL THOSE OTHER COMPANIES AND HE SAID THERANOS 


RSE. 


AND SO I THINK IT'S ONLY FAIR TO ALLOW THE DEFENSE TO GO 


INTO THAT. 


OTHERWISE IT'S AN INCREDIBLY MISLEADING PICTURE TO THE 


THE JURY CAN ASSESS WHETHER THEY'RE BETTER OR WORSE. 


WE DON'T HAVE TO RELY ON DR. ROSENDORFEF'S 


CHARACTERIZATION. WE NOW SHOULD HAVE THE ABILITY TO PROBE 


THAT. 


THE COURT: WELL, THAT WOULD THEN -- IF WE ASK THE 


JURY TO MAKE THAT DETERMINATION, THAT WOULD BE A SEPARATE MINI 


TRIAL THAT YOU'VE TALKED TO ME ABOUT THAT CAUSED ME TO HAVE 
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CONCERN ABOUT OTHER ISSUES. 


NOW, I -- I UNDERSTAND THE NATURE OF THE QUESTION AND THE 


FACT THAT, YOU KNOW, I THINK I'VE SAID FREQUENTLY, AND YOU 


PROBABLY KNOW, THE 


AND OPENING THE DOOR. 


RE'S A DIFFERENCE BETWEEN TURNING THE KNOB 


HAS THIS DOOR BEEN OPENED THEN AS TO THIS? 


I DON'T SEE IT OPEN SUCH THAT YOU CAN GET INTO ALL OF THE 


OTHER ISSUES THAT WERE IN THE OTHER THREE LABS. I THINK THAT'S 


WHAT WE'RE 


. WADE: THERE WERE THREE BS THAT HAD -- HAV. 


TALKING ABOUT. IS THAT RIGHT? 


MAJOR ISSUES 


THE COURT: RIGHT. 


MR. WADE: -- IN HIS TENURE. 


THE COURT: RIGHT. THE ONES WE ED ABOUT 


YESTERDAY. 


THE CRIMINAL 


MR. WADE: RIGHT, EXACTLY. 


THE COURT: fF 


IRST OF ALL, THE MIDDLE LAB REGARDING 


INVESTIGATION, I DON'T THINK THIS LINE OF 


QUESTIONING TOUCHES ON 


THAT AT ALL AND I WOULD NOT ALLOW YOU TO 


PROBE INTO THAT. I THINK THAT STILL IS PRECLUDED BASED ON THE 


COURT'S RULING YESTER 


DIFFE 


ON THE OTHER ISSU 


ES ABOUT WHETHER OR NOT HE'S SEEN 


RENCES IN THE OTHE 


LITTL 


R LABS, I MAY ALLOW YOU TO PROBE A 


E BIT, BUT WE'RE NOT GOING TO GET INTO THE DOCUMENTS, ANY 


OF THAT COLLATERAL TYPE EXTRINSIC MATERIAL. I STILL THINK 


UNITE 
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THAT'S INAPPROPRIATE TO DO. 


I MAY PERMIT YOU TO ASK SOME 


KED ABOUT THI 


ABOUT, WELL, YOU SAID, HE TAI 


WORKED AT WERE NOT AS BA 


BUT WE'RE NOT GOING 


BIT ABOUT THAT. 


ER SUBJECTS AND THAT. 


AS THIS, AND YO 


YOU CAN TALK TO HIM IN GENERAL. 


870 


ESTIONS, TO FOLLOW UP 


EF OTHER PLACES HE'S 


U CAN ASK HIM A LITTLE 


TO GET INTO A MINI TRIAL ON ALL THE 


I THINK THIS WAS A 


GENERAL PROBE ABOUT A -- AND I UNDERSTAND YOUR CONCERN ABOUT 


THE IMPACT IT MIGHT HAVE ON THE JURY. 


YOU CAN CERTAINLY PROBE 


WHETHER OR NOT THERE WERE ISSUES OF OTHER TRIALS. YOU'VE 


ELICITED FROM 


HIM YESTERDAY THAT AT ONE OF THE BS HE WA 


THEY HAD AN INVESTIGATION. 


SO, AGAIN, AS WE TALK 


THAT YOU'RE SEEKING TO AVOID 


BUT YOU KNOW, 


BUT I WI 


PROBING OF THIS. 


IT'S YOUR CASE. 


LL PERMIT SOME 


ED YESTERDAY PRIOR TO YOUR 


EXAMINATION ON THE TOPIC, I'LL ALLOW SOME LIMITED, VERY LIMITE 


S AT; 


I THINK YOUR QUESTIONING MAY ACTUALLY ENHANCE THE DAMAGE 


BY RAISING SOME OTHER QUESTIONS, 


QUESTIONING ON THAT, BUT GEN 


ERALLY. 


WE'RE NOT GOING TO GET INTO THE CMS REPORTS AND ALL OF THAT. I 


DON'T THINK THAT'S NECESSARY. 


MR. 


DURING THE BRI 


WADE: YOUR HONOR, I'LL CONFER WITH MY COLLEAGUES 


FAK ON THIS ISSUE. 


I WOULD JUST ASK IF -- ALTERNATIVELY, 


ITF WE COME BACK AND 


UNITED STAT 
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ASK THAT THAT EVIDENCE BE STRICKEN AND THAT THE GOVERNMENT BE 


ADMONT 


SHE 


ISSUE YESTERDAY. 


EAN, 


THE COURT GAVE CLI 


FAR DIRECTION ON THIS 


YOU SAID YOU DIDN'T 


VANT MI 


NI TRIALS. WE 


TALKED ABOUT THE POSSIBILITY OF OPENING THIS DOOR, WHICH IS NOW 


WIDE O 


PEN A 


IT 


VAS ASKING T 


EXPERIENCE. 


COURT 


IN THE 


S THE GOV 


ERNMENT -- AS THE GOVER 


ENT WELL KNEW WHEN 


THE COURT: 


O 


MR. WADE: 


ERVED I'M SURE 


END OF THE 


SO -- 


HOSE QUESTIONS ABOUT THE BREADTH OF HIS 


I WAS VERY -- I WAS VERY CAREFUL, AS THE 


YESTERDAY, OF 


TRYING TO DRAW THE LINE 


DIRECTION OF THE COURT, AND NOW WE HAVE COUNSEL, AT THE 


CROSS-EXAMINATION, OR AT THE END OF THE REDIRECT 


EXAMINATION JUST BLOWING IT WIDE OPEN. 


MR. 


BOSTI 


THE COURT: 


C: 


YOUR HONOR, IF I CAN RESPOND TO THAT? 


WELL, WHAT YOU DID YESTERDAY WAS YOU GOT 


HIS RESPONSE THAT HE HAS CONCERNS ABOUT HIS LICENSE BEING 


SUSPENDED FOR TWO Y 


THEN. 


STOPP!I 


FARS, AND YOU CHOSE 


TO STOP YOUR EXAMINATI 


ON 


YOU COULD HAVE GONE AND ASKED OTHER QUESTIONS, BUT YOU 


ED THI 


ERE, 


MR. BO 


BUT I'D ALSO LIKE YOU TO COMMENT ON WHETHER OR NOT TH 


STIC. 


I -- I WANT -- 


RT SHOULD JUST STRIKE 


‘RE -- THE COMPARING THE 


AND THAT'S WHERE IT IS. 


I'LL, OF COURSE, ALLOW YOU TO SPEAK, 


BS IN HIS CAREER. 


THE LAST QUESTION AND ANSWER, THAT IS, 


MAYBE WE 


STRI 


KE 


THAT AND THAT TAKES CARE OF THE ISSUE. 
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MR. BOSTIC: 


SO, YOUR HONOR, FIRST, AS TO THE NEXUS 


DR. ROSENDORFF'S TESTIMONY, 


BETWEEN THAT QUESTIONING AND WHAT HAD COME 


DURING HIS DI 


BEFORE 


ABOUT HIS PREVIOUS EXPERIENCE. 


DURI 


RECT, HE HAD SPOKEN 


I RECALL QUESTIONS SPECIFICALLY 


NG CROSS-EXAMINATION, 


ASKING DR. ROSENDORFF TO COMPARE HIS EXPERIENCE AT THERANOS, 


AND SPECIFICALLY THE 


FREQUI 


OF COMPLAINTS THAT 


ENCY OF COMPLAINTS TO THE 


HE SAW AT UNIVERSITY OF PITTSBU 


FQUENCY 


SO THAT'S THE SAME KIND OF GENERAL QUESTION THAT DEFENSE 


COUNSEL ASKED, ASKING DR. 


ROSENDORFF TO COMPARE 


THE 


SEVERITY 


AND FREQUENCY OF ISSUES BETWEEN THOSE TWO LABS. 


HE ANSWERED THAT 


QUESTI 


ON. 


I ASKED HIM SOME QUESTIONS 


ABOUT THAT ON REDIRECT, AGAIN, 


QUESTIONING. 


AS TO THE 


ANSWER WOULD BE 


INADMISSIBLE LINES OF QUI 


WOULD SOLVE ANY PREJUDICE THAT THE DEFENSE 


IN RESPONSE TO THAT LINE OF 


COURT'S PROPOSAL AS TO WHETHER STRIKING THAT 


PREFERABLE TO OPENING THE DOOR TO THE 


ESTIONING THAT THE DEFENSE RAISED 


YESTERDAY, I THINK YES, THAT WOULD BE A CLEANER APPROACH AND 


IS WORRIED ABOUT. 


MR. WADE: 


WELL, 


LET ME 


UNRING THE BELL, 


BECAUSE THE JU 


ONE OF THE 


RY HAS ALREADY HEARD IT. 


CONFER AS TO WHETHER WE CAN 


IT WAS 


HEARD BEFORE THE BREAK. 


WITH RESPECT TO THE CROSS-EXAMINATION, IT WAS ACTUALLY THI 


LAST QUESTIONS THAT THEY H 


FARD AND THE ANSWERS THEY 


GOVERNMENT WHO EXAMINED DR. ROSENDORFF ON DIRECT COMPARING HIS 


UNIT! 


ED STATI 
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EXPERIENCE AT THERANOS TO HIS PAST EXPERIENCE AT THE UNIVERSITY 


OF PITTSBURGH AND EI 


ICITED T!] 


ESTIMONY THAT WAS DIRECTLY AT ODDS 


WITH HIS PRIOR SWORN TESTIMONY, AND I IMPEACHED THE WITNESS ON 


THAT. 


FROM THE COURT ON THAT AND I 


THE COURT: 


I DID NOT GO INTO FUTURE 


RIGHT. 


EMPLOYME: 


WE GOT DIRECTION 


HONORED THAT DIRECTION. 


WELL, I THINK THAT TH 


SO -- 


-- YOU'VE 


ASKED ME TO STRIKE, MR. WADE, THROUGHOUT THE COURSE OF THIS 


WITNESS'S TESTIMONY, CERTAIN TESTIMONY AND I'VE GRANTED THAT 


REQUEST AND I'VE ADMONISH 


THAT EVIDENCE T 


ED THE 


HAT'S STRICKEN. 


JURY THEY'R 


E NOT TO CONSIDER 


THEY'LL 


1 INFORMED OF THAT, 


INSTRUCT! 


ED OF THAT IN THE 


FINAL INSTRUCTIONS, AND I THINK THE JURY WILL FOLLOW THE 


COURT'S INSTRUCTION. 


SO LET ME 


WHEN THEY COME OUT, 


JUST SAY, THAT'S MY INT 


ENTION IS I'M GOING TO -- 


FINGERTIPS FROM 


QUESTION AND ANS 


WER, AND I'LL HAVE THAT STRICKEN. 


TO CONSIDER IT. 


AND I THINK THAT TAK 


THEN IT'S DONE. 


MR. WADE: 


SAY THAT WAS NOT AN APPROPRIAT! 


ANSWER FOR THIS 


ES CARE OF THE 


TRIAL. 


ISSUE 


I'LL HAVE THAT LAST QUESTION AT MY 


THE COURT REPORTER AND I WILL -- THAT ANSWER, 


THEY'RE NOT 


BECAUSE -- 


THE COURT: WELL -- 


MR. WADE: 


EF QUESTION AND AN APPROPRIATE 


UNITED STATES COURT REPORTERS 
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-- IF IT'S JUST STRICKEN, YOU'RE RIGHT, 
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THERE'S ALL SORTS OF STUFF THAT'S BEEN STRICKEN AND I'M NOT 


SURE THAT'S AN ADEQUATE REME 


TO ALL THI 


DY BECAUSE HE'S NOW COMPARED THIS 


ESE OTHER LABS WHERE THERE Al 


RE ALL THESE OTHER ISSUES. 


ASKING THI 


THAT'S ST 


WHETH!I 


THE 


ER O] 


THE COURT: WELL, THAT CALLS ME THEN TO -- YOU'RE 


R NOT I NEED TO ENH 


E COURT THEN TO MAKE A MEASUREMENT AS TO EVERYTHING 


RICKEN AND PUT SOME KIND OF VALUE ON THAT AS TO 


ANCE THE COURT'S STRIKING. 


PRELIMINARY INSTRUCTIONS INFORMED THE JURY THAT WHEN 


SOMETHING IS STRICKEN, THEY MAY NOT CONSIDER IT. THEY'RE NOT 


TO CONSIDER IT. 


LEVEL 1, A LEVEL 2, A LEVEL 3 VIOLATION. 


WE DON'T HAVE G 


CONSIDER IT AT ALL. 


RADATIONS OF THAT. THIS IS TH 


THEY ARE NOT TO 


AND WE PRESUME THAT THE JURIES FOLLOW THE COURT'S 


INSTRUCTIONS. 


BUT I WILL ADMONISH THEM. 


I'LL DO THAT. AND MY SENSE 


IS -- WE HAVE HOW MANY WEEKS LEFT IN THE TRIAL? MY SENSE IS 


THAT AN INSTRUCTION STRIKING THIS WILL, 


WHAT WE NEED TO DO IN THIS CASE. 


SOn.T* 


DON'T KNO 


WILL SUFFICE TO REMEDY 


I THINK THAT'S SUFFICIENT. 


LL CALL IT UP FROM THE COURT R 


V HOW STRONG YOU'D LIKE ME TO 


EPORTER AND WE 


EMPHASTZE IT. I KNOW 


YOU WANT ME TO CHASTISE THE GOVERNMENT IN FRONT OF THE JURY. 


DON'T THINK THAT'S NEEDED AT THIS POINT AND I DON'T THINK 


THAT'S 


APPROPRIATE. 


MR. WADE: YOUR HONOR, WHAT I PARTICULARLY DON'T WANT 


YOU TO DO IS READ THE TESTIMONY AGAIN BECAUSE -- AND THAT'S WHY 


UNITED STAT! 
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I'D LIKE TO CONFER WIT 


EFORE WE P 


THIS FOR TWO MINUTES |] 


S THE PRO 


BLEM. 


75 


H MY COLLEAGUES AND MAYBE WE CAN ADDRESS 


ULL THE JURY BACK. 


ONE OF THE LAST QUESTIONS. 


[ MEAN, THAT EXACERBATE 


THAT BELL. SO IT MAY BE THAT -- 


THE COURT: WELL, I CAN. 


LIKE I SAID, IT WAS 


IT WAS NOT -- AND YOU CAN'T UNRING 


I CAN TELL THEM NOT TO 


[DER IT AND IT'S THE APPROPRIATE THING TO DO. 


AND THEN THEY'LL HAVE TO JUST -- THEY'LL FORGET ABOUT IT 


BERATIONS, AND IF THE GOVERNM 


SHUT THE GOVERNMENT DOWN IN THEIR FINAL ARG 


RAISE THIS POINT. THIS WAS TH 


E WORST 1] 


HAT POINT, OR AT LEAST THEY WON'T LET IT INTO THEIR 


ENT TRIES TO ARGUE THAT, I'LL 


UMENT IF THEY TRY TO 


AB HI 


E'S EVER WORKED IN, 


THEY WON'T BE PERMITTED TO ARGUE THAT. 


SO I THINK WE CAN -- IT 


[ UNDERSTAND YOUR CONCERN. I DO. 


IT 


HINK WE CAN RESOLVE IT. 


WAS AT THI 


HIS INFORMATION, AND IT WAS A LENGTHY EXAMINATION. 


THIS WITNESS HAS ENDURED NOW FIV! 


WHICH IS TO SAY, THE JURY 


HAS EN 


ANSWER FROM THIS PARTICULAR WITNESS. 


RECOGNIZE THAT. 


FE} DAYS OF EXAMINATION, 


DURED FIVE DAYS OF QUESTION AND 


SO I THINK WE ALL 


MR. WADE: I THINK WE ALL HAVE, YOUR HONOR. 


MIGHT WE COME BACK JUST TWO MINUTES BEFORE WE CALL THE 


JURY BACK -- 


THE COURT: 


SURE, OF COURSE. 


MR. WADE: -- SO THAT I CAN CLARIFY THIS? 


UNIT! 
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HE COURT: 


BOSTIC: 


SURE. 


AND YOUR HONOR, FINAL POINT, TO 


. WADE'S POINT ABOUT REREA 


DING THE T! 


ESTIMONY, 


CAN BE ADDRESSED BY THE COURT DESCRIBING THE QUESTION ONI 


76 


I THINK THAT 


1Y AND 


NOT READING THE ANSW 


ER ITSEL 


F. THE GOVER 


ENT WOULD HAV! 


OBJECTION TO THAT, OF COURSE. 


COURT: 


DE: 


URT: 


ERK : 


OKAY. 


THANK YOU. 


YOUR HONOR, WILL WE GO UNTIL 3:00 TODAY? 


YES, YES. 


COURT IS IN RECESS. 


(THE LUNCH RECESS WAS TAKEN FROM 11:18 A.M. UNTIL 


11:56 A.M.) 
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AFTERNOON SESSION 


(JURY OUT AT 11:56 A.M.) 


THE COURT: ALL RIGHT. 


THE HOLMES MATTER. VE ARE OUTSIDE THE 


WE'RE BACK ON THE RECORD IN 


PRESENCE OF THE JURY. 


ALL COUNSEL ARE PRESENT AND MS. HOL 


ES IS PRESENT. 


MR. WADE: YOUR HONOR, THANK YOU. 


JUST FOLLOWING UP ON THE MATTER THAT WE WERE DISCUSSING 


ROFESSIONAL EXPERIENCES. 


THE COURT: OF COURSE. 


MR. BOSTIC? 


UESTION AND ANSWER AND THE IMPACT OF T 


BEFORE THE BREAK, WE LOOKED BACK AT OUR NOTES RELATING TO THE 


ND WE BELIEVE IT'S NECESSARY TO EXPLORE THOSE OTHER 


OF COURSE 


YOU DO, YI 


MR. BOSTIC: SO, YOUR HONOR, I UNDERSTAND THAT THE 


COURT'S INTENTION WAS TO STRIKE -- I WASN'T SURE -- IT WASN'T 


CLEAR HOW MUCH WE WERE TALKING ABOUT STRIKING. 


MY UNDERSTANDING IS THAT THI 


QUESTION ABOUT ISSUES ENCOUNTERE 


LABS AND WHETHER THE ISSUES AT THI 


TO BE TYPICAL LABORATORY ISSU 


IN THE CONTEXT OF PREVIO 


THAT HAS A PREJUDICIAL EFFECT. 


ES 
ES. 


G 
a 


D AT DR. 


CONTROVERSY IS OVER A 


ROSENDORFE'S OTHER 


ERANOS WERE WHAT HE CONSIDE 


77 


HAT QUESTION AND ANSWER 


TO THE EXTENT IT DOES, I THINK THAT STRIKING THAT SINGLE 


QUESTION AND ANSWER IS THE REM 


EDY. 


I DON'T 


THINK THAT GOING 


INTO THE INADMISSIBLE LINES OF QUESTIONING THAT WE DISCUSSED 


UNITED STATES COURT REPORTE 
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YESTERDAY IS THE SOLUTION HERE. 


BUT WE'RE GUIDED BY THE COURT. 


THE COURT: 


MR. WADE: 


YOU FLIPPED YOUR LE 


I WAS KIND OF OCCUPYING THE 


WE THOUGHT WE'D CHANGE PACE. 


YOUR HONOR, FOR THE REASONS THAT I STATED PREVIOUSLY, WE 


THINK THE BELL 


HAS B 


EEN RUNG. 


I THINK AN INSTRUCTION WOULDN'T BE 


AND WE'LL NI 
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HAVEN'T 


THE 


GOVERNMENT OPENED THE DOOR. 


HED TO EXPLORE WITH HIM 


SUFFICIENT TO, TO CURE THAT 


THE 


OTHER ISSUES THAT HE 


ENCOUNTERE 


BETWEEN THOSE, 


D AT 


HIS LAB AND LET THE JU 


THE COURT: 


THOUGH, M 


R. WADE. 


BECAUSE RIGHT NOW -- 


RY DECIDE THE COMPARISON 


WELL, LET'S TALK ABOUT THE DANGER OF THAT 


I THINK T 


HERE 


IS SOME 


PRESENT DANGER IN 


DOING THAT. 


WHAT WE WOULD BE DOING THEN IS TO ENGAGE 


IN THOSE MINI 


TRIALS THAT YOU HAVE SUGGESTED I AVOID IN OUR MIL HEARING AND 


OTHERS, AND IF WE -- IF WE PUT THE COMPARATORS, THAT IS, THE 


OTHER LABORATORIES AND THIS WITNESS'S E 


JURY AND A 


THIS CASE, 


ERIENCE 


IN THEM TO THI 


SK THI 


EM TO WEIGH THAT AS THE 


ELIBERATE 


THE FACTS OF 


I DO BELIEVE THAT PUTS YOUR CLIENT AT GREAT RISK, 


WAS THE WORST PLACE HE WORKED AT? THESE OTHER PLACES 


HAVE ES 


BECAUSE WHAT IF THEY DECIDE, 


YOU KNOW, 


HE WAS RIGHT, THERANOS 


DIDN'T 


E TYPE OF VIOLATIONS OR THIS AND THAT. 


THEY DIDN'T 


RISE TO THAT SEVERITY CERTAINLY THAT BRINGS A FEDERAL 
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PROSECUTION. 


MY CONCERN IS THAT THEY MIGHT THEN INAPPROPRIATELY US! 


THAT TO JUDGE YOUR CLIENT AND THE CONDUCT OF THE ALLEGATIONS IN 


THIS CASE. 


IN ESSENCE, WE WOULD BE ASKING THE JURY TO SAY, OKAY, IN 


DECIDING THE CREDIBILITY OF THIS WITNESS AND WHETHER OR NOT YOU 


SHOULD BELIEVE THIS OR NOT, WE'RE GOING TO SHARE WITH YOU HIS 


EXPERIENCES AND YOU CAN CONSIDER THOSE. 


AND I THINK THERE'S GREAT PERIL FOR MS. HOLMES IF THEY 


DECIDE, YOU KNOW, I THINK THAT WITNESS WAS RIGHT, ALL TH 


EXPERIENCE HE HAD, LOOK AT THIS, LOOK AT THE CONDUCT HERE, IT 


DOES NOT AT ALL COME CLOSE TO THIS. 


AND I HAVE -- YOU KNOW, I HAVE GREAT RESPECT FOR THE 


PROCESS HERE AND I DON'T THINK IT'S, IT'S FAIR TO PUT A JURY, 


TO HAVE THEM MAKE THAT DECISION ON A COLLATERAL, EXTRINSIC 


MATTER THAT RELATES TO THE WITNESS'S TESTIMONY AND THAT MIGHT 


IN SOME WAY AFFECT THEIR DELIBERATIVE PROCESS. 


NOW, I UNDERSTAND, WE CAN INSTRUCT THEM, YOU'RE NOT TO DO 


THAT. BUT, AGAIN, THEN WE START RINGING MULTIPLE BELLS, DON'T 


WE? 


I HOPE YOU APPRECIATE MY COMMENTS HERE AND MY CONCERN. MY 


THOUGHT IS THAT PERHAPS THE MOST EFFICIENT WAY TO RESOLVE THIS 


IS TO TELL THEM THAT THERE WAS THIS QUESTION, AND I WON'T -- AT 


YOUR SUGGESTION, I WON'T REPEAT IT TO RING THE BELL YET 


AGAIN -- BUT I THINK THE CONTEXT OF THAT QUESTION WAS, WAS TO 
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ELICIT, THIS WAS THE WORST PLACE HE WORKED AT, OR THERE WERE 


MORE VIOLATIONS THAN ANY OTHER, AND I DON'T THINK THAT NEEDS -- 


THAT'S NOT NECESSARY FOR THEM, 


DECISION. 


MR. WADE: IT WAS DI 


THE JURY, TO MAKE THEIR 


ESIGNED TO ELICIT HIS COMPARISON, 


WHICH IS 702 INFORMATION. IT'S AN ISSUE THAT THE GOVERNMENT -- 


EAN, THE COURT COULDN'T HAVE BEEN CLEAR! 


ER YESTERDAY ON THI 


MATTERS AND THE GOVERNMENT ELICITED THAT TESTIMONY SPECIFICALLY 


ON ITS DIRECT EXAMINATION. 


SO WHILE I UNDERSTAND THE RISKS, WE THINK -- WE HAVE TO 


D CREDITING THAT TESTIMONY 


VERSUS OUR ABI] 


LANCE RISKS IN THIS CASE IN TERMS OF THE 


RISKS OF THAT ANSWER 


ITY TO TEST THAT 


ANSWER AND TO LET THE JURY DECIDE WHETHER THEY -- WHICH 


EVIDENCE THEY WANT TO BELIEVE. 


THE COURT: WELL, WHY DON'T WE JUST DISCARD THAT 


EVIDENCE FROM THEIR, FROM THEIR KNOWLEDGE BY STRIKING IT SUCH 


THAT THEY DON'T HAVE TO GO THROUGH THAT THOUGHT PROCESS AT ALL 


AND, THEREFORE, WE CAN AVOID ANY DANGER THAT MIGHT COME FROM 


IT? 


I UNDERSTAND YOUR NEED NOW TO RISE AND RESPOND TO IT. I 


RESPECT THAT. I DO. 


BUT AS I SAID, I HAVE GREAT CONC! 


ERNS THAT IT COULD -- AND 


YOU'VE WARNED ME SEVERAL TIMES OVER THE PAST MONTHS ABOUT MINI 


TRIALS -- AND I SEE THIS AS A MINI TRIAL THAT DOESN'T BENEFIT 


EITHER SIDE AND IT PERHAPS PRESENTS GREATER PERIL TO THE 


UNITED STAT! 
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DEFENSE HERE. 


MR. BOSTIC? 


MR. BOSTIC: NOT MUCH TO ADD, YOUR HONOR. 


107 of 227 
2881 


THE GOVERNMENT'S INTENT IN ASKING THAT QUESTION WAS TO 


PROVIDE A RESPONSE TO PREVIOUS ANSWERS ABOUT LABS IN GENERAL, 


THE FACT THAT MISTAKES HAPPEN AT LABS. 


THE PARTIES DISAGREE AS TO THE EFFECT OF THAT 


OF COURSE IT'S THE COURT'S VIEW THAT CONTROLS. 


QUESTION. 


TO THE EXTENT THE EFFECT OF THAT QUESTION CARRIES SOME 


DANGER OF SOME PREJUDICE TO THE DEFENSE, THE GOVERNMENT AGRE 


WITH THE COURT THAT STRIKING THE QUESTION IS THE ANSWER. 


LENGTHY WITNESS EXAMINATION, WHICH IS NOT YET OVER. 


WE'RE TALKING ABOUT ONE QUESTION AND ANSWER IN A VEI 


WE'RE 


ABOUT TO ENTER RECROSS. IT WON'T BE THE LAST THING 


THE WITNESS 


SAYS ON THE STAND. THIS WON'T BE THE LAST THING THE JURY 


HEARS. 


THERE ARE WEEKS LEFT IN THE TRIAL, AS THE COURT POINT 


OUT. SO THIS IS NOT A SITUATION WHERE ANYTHING MORE THAN 


STRIKING THAT ANSWER IS REQUIRED. 


MR. WADE: YOUR HONOR, OUR POSITION IS CL 


FAR ON THIS. 


I UNDERSTAND MR. BOSTIC'S POSITION. BUT HE ASKED THE QUESTION 


AND THE ANSWER WAS GIVEN AND WE'VE MADE OUR JUDGMENT. OUR 


POSITION WOULD BE WE SHOULD EXPLORE IT. 


IF THE COURT IS UNWILLING TO ALLOW US THE LATITUDE TO DO 


THAT, I COULD GIVE A SPECIFIC PROFFER AS TO EXACTLY 


WHAT WE 
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WOULD -- THE WAY WE WOULD EXPLORE IT EITHER NOW ORALLY OR IN 


WRITING AND THE COURT COULD CONSIDER IT. 


IF THE COURT'S NOT GOING TO CONSIDER 


HAVE A PROPOSED INSTRUCTION THAT WE WOUL 


THAT, WE WOULD ALSO 


D HAND UP. 


WE DO NOT THINK THIS IS A CIRCUMSTANCE IN WHICH SIMPLY 


STRIKING THIS QUESTION, GIVEN THE SIGNIFICANCE OF IT RIGHT 


THINK THAT'S SUFFICIENT. 


THE COURT: ALL RIGHT. 


WELL, I -- I APPRECIATE YOUR CONCERN. 


BEFORE THE BREAK, ONE OF THE LAST QUESTIONS, I BELIEVE IT MAY 


YOUR BELIEF IN THE IMPACT OF THAT QUESTION 


TIMING, THE STRATEGIC NATURE OF THE WAY IT 


CETERA. AND TRIALS ARE STRATEGIC. I 


AND DO THE BEST YOU CAN. 


KNOW 


THE QUESTION WAS -- LET ME SAY THIS: 


THAT THE QUESTION WAS ASKED. 


THAT IT DID CRACK PERHAPS THE DOOR, IT 


T'LL CONCEDE 


HAVE BEEN KIND OF SET UP AS A SERIES OF QUESTIONS, WE DON'T 


WELL, THANK YOU. 


YOU'VE TALKED ABOUT 


ON THE JURY, THE 


WAS PRESENTED, ET 


BOTH SIDES PREPARE 


IT'S UNFORTUNATE 


THAT. I DO THINK 


DID 


RAISE THE ISSUE. 


THAT'S WHY WE'RE DISCUSSING IT HERE. 


I DO THINK THAT THE REM 


HERE IS NOT TO ENGAGE IN A SE 


EDY, THOUGH, 


THE APPROPRIATE 


RIES OF MINI TRIALS TO TEST 


WHETHER OR NOT THERANOS WAS THE PLACE THAT HAD GREATER PROBLEMS 


THAN ANY OTHER. 


AS I TOLD YOU BEFORE, I WOULD ALLOW YOU SOME LATITUDE 


TALKING ABOUT THAT SUBJECT WITHOUT GETTING INTO THE EXTRINSIC 


UNITED STAT! 
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EVIDENCE, THOUGH, AND I -- I EXPECT THAT YOU WILL DELICATELY 


ADVANCE THOSE QUESTIONS. 


BUT I DO THINK THE APPROPRIATE R 


EMEDY HI 


ERE, UNDER 403 AND 


UNDER THE COURT'S INHERENT DISCRETION TO RUN THE TRIAL, IS THAT 


TO ALLOW MINI TRIALS TO 


ENGAGI 


BE WASTEFUL OF TIME, IT 


E ON THIS PARTICULAR ISSUE WOULD 


VOULD CONFUSE THE JURY ON COLLATERAL 


ISSUES THAT REALLY AREN'T, AREN'T GERMANE TO THE TRIAL IN THIS 


CASE. 


I WILL, THOUGH -- I DO RECOGNIZE THE IMPORT OF THE 


QUESTION AND WHAT IT CAUSES AND MAY CAUSE THE JURY TO SPECULATE 


ON, SO I WILL STRIKE THAT LAST QUESTION. 


YOU HAVE SOMETHING YOU'D LIKE ME 


MR. WADE: I WOULD. 


TO LOOK AT? 


IF I COULD HAND IT UP, YOUR 


HONOR (HANDING) ? 


AND I'LL GIVE A COPY TO THE COURT R 


BE MADE PART OF THE RECORD. 


THE COURT: THANK YOU. 


EPORTER, TOO, SO IT CAN 


MR. WADE: WOULD THE COURT PREFER THAT I READ THIS SO 


IT'S PART OF THE RECORD, OR CAN WE JUST APP 


THE RECORD? 


END IT AS PART OF 


THE COURT: LET ME ASK FIRST FOR MR. BOSTIC'S 


COMMENTS ON THIS. 


YOU HAVE THIS, MR. BOSTIC? 


MR. BOSTIC: 


I DO, YOUR HONOR. 


I THINK THAT TO ACCOMPLISH THE PURPOSE, 


UNIT! 
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NECESSARY TO CHARACTERIZE THE QUESTION. 


COMMENTED EARLIER ON ITS INCLINATION 


THAT IN FRONT OF THE JURY. I 


TO MAKE A 


JUDGMEN 


84 


I THINK THE COURT 


T LIKE 


DON'T KNOW IF THE COURT'S 


THINKING HAS CHANGED, BUT MY THINKING IS ALIGNED WITH WHAT I 


UNDERSTAND THE 


SO I'M NOT SURE CHARACTERIZING 


COURT'S POSITION TO BE. 


THE QUESTION IS NECESSARY. 


I THINK OTHERWISE I'M NOT SUR 


FOR THE NEED TO DEVIATE 


ANSWERS FROM THE RECORD. 


OBJECT 


IONS TO THIS LANGUAGE. 


MR. WADE: 


FROM THE COURT'S STANDARD INSTRUCTION WHEN IT COMES TO STRIKING 


BUT OTHERWISE I HAVE NO SUBSTANTIVE 


YOUR HONOR, AS WE'VE MADE CLEAR IN SEEKING 


TO EXPLORE THIS IN CROSS-EXAMINATION, WE THINK THIS IS 


REMEDY. 


THAT'S WHY WE'VE 


DIFFERENT IN KIND FROM THE OTHER ANSWERS AND REQUIRES MORE OF A 


PROPOSED THIS INSTRUCTI 


OUR PREFERENCE 


VOULD BE TO EXPLORE IT IN 


ON. 


CROSS-EXAMINATION, BUT SHORT OF THAT, UNDERSTANDING THE COURT'S 


RULING UNDER THE 


RULES OF EVIDENCE, 


WE WOULD ASK THAT THIS 


INSTRUCTION BE GIVEN TO CURE THIS, THIS ISSUE. 


THE COURT: 


ALL RIGHT. 


MR. WADE: 


THANK YOU. 


THE COURT: 


YOU WOULD LIKE ME TO ADVISE THE 


IN? 


MR. WADE: YES. 


THE COURT: 


I BEG YOUR PARDON. 


YOU SAID INSTRUCTION. 
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OPPOSED TO A FINAL INSTRUCTION? 


MR. WADE: 


YOUR HONOR. 


THE COURT: 


YEAH, RIGHT. 


RIGHT. 


SENTENCE IN THE THIRD LINE. 


ALL RIGHT. 


BUT I WILL READ TO THE 


FOLLOWING: "AT THE END OF HIS 


JURY, WHEN TH 


WELL, I LOOK AT THIS, I AM GOING TO STRIKE THE, THE MIDDLE 


EY RETURN, THE 


85 


RIGHT WHEN THE JURY RETURNS, 


THANK YOU. 


I DON'T THINK THAT'S NECESSARY. 


REDIRECT EXAMINATION, 


DR. ROSENDORFF WAS ASKED TO COMPARE THERANOS WITH OTHER LABS 


WHERE HE HAS WORKED. 


YOU MUST |! 


ENTIRELY DISREGARD BOTH TH 


QUESTION AND DR. ROSENDORFF'S ANSWER. 


IT WOULD BE IMPROPER FOR 


YOU TO GIVE ANY WEIGHT WHATSOEVER EITHER TO THE QUESTION OR TO 


THE ANSWER." 


THAT'S WHAT I'LL READ T 


MR. WADE: 


AND JUST FOR THE 


O THEM WHI 


EN THEY COME OUT. 


RECORD, YOU'LL SKIP OVER 


THE SENTENCE "THAT WAS AN INAPPROPRIATE QUESTION" THAT WE HAD 


REQUESTED? 


THE COURT: 


RECORD, THAT YOU WANT! 


. WADE: 


THE ONE THAT YOU JUST READ INTO THE 


YES, I DID, YOUR HONOR, JUST TO MAKE 


ED TO RI 


WE'RE CLEAR. 


THE COURT: 


FAD INTO THE RECORD? 


YES. THANK YOU FOR DOING THAT. I WAS 


GOING TO SUGGEST THAT WHAT I DELETED WAS WHAT MR. WADE JUST 


READ -- 


MR. WADE: 


THANK YOU, YOUR HONOR. 
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THE COURT: -- FROM THE PROPOSED INSTRUCTION. 


ANYTHING E 


OH, LET ME BUT, MR. WADE, I DID SAY THAT I WOULD ALLOW 


YOU TO PROBE SOMEWHAT. 


HAVING READ THIS INSTRUCTION, THOUGH, THEY'RE NOT TO 


CONSIDER THAT, YOU SEE, SO THIS PRESENTS THEN ANOTHER DOOR THAT 


YOU'RE FACING, DOESN'T IT? 


MR. WADE: MAYBE I'M NOT CLEAR ON WHAT IT IS THE 


COURT IS WILLING TO LET ME PROBE. 


THE COURT: RIGHT. 


MR. WADE: I HAD UNDERSTOOD THE COURT SAYING I CAN'T 


BE IT, SO MAYBE 


THE COURT: WELL, I -- I FIRST SAID, WHEN WE WERE 


TALKING ABOUT POSSIBLE REMEDIES, I SAID I MIGHT LET YOU PRO 


INTO THIS. 


BUT IF I'M GOING TO READ THIS INSTRUCTION NOW, I THINK IT 


BEST TO KEEP THE WHITE BOARD COMPLETELY CLEAN SO THEY'RE NOT 


REMINDED ABOUT ANYTHING. 


IF I ALLOW YOU TO, AS I SAID I WAS GOING TO DO, ALLOW YOU 


TO PROBE A LITTLE BIT ON THE AREA OF WHETHER OR NOT THIS WAS 


THE WORST PLACE, OR WHATEVER IT WAS HE SAID ABOUT THAT, THAT 


TANGENTIALLY KEEPS THAT -- THIS -- THAT QUESTION IN THEIR 


MINDS, AND I'M ASKING THEM TO STRIKE IT. 


SO WHAT I'M SUGGESTING NOW IS MAYBE WE SHOULD MOVE ON AND 


YOU DON'T NEED TO ASK ANY QUESTIONS ABOUT IT BECAUSE THAT 
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1 QUESTION ISN'T IN THEIR MIND. 
2 MR. WADE: I APOLOGIZE IF I WAS CONFUSED, YOUR HONOR. 
3 I UNDERSTOOD THAT YOU WERE NOT GOING TO ALLOW US TO PROBE THAT. 
4 THAT'S WHAT I UNDERSTOOD TO BE THE COURT'S RULING. 
2) THE COURT: RIGHT. 
6 MR. WADE: WHAT MY REFERENCE WOULD BE WOULD BE TO 
7 | WITH RESPECT TO THE TWO, TWO PLACES OF EMPLOYMENT WHERE 
8 | WERE SIGNIFICANT ISSUES WITHIN THE LAB, ONE BEING INVITAE 
9 HE VOIDING OF THE 50,000 TESTS, THERE BEING A NUMBER OF 
10 -RRONEOUS TESTS AND HIS SEPARATION FROM THE COMPANY AS A RESULT 
11 OF THAT; AND THE OTHER BEING THE SIGNIFICANT ISSUES, INCLUDING 
12 THE TESTING ACCURACY AND LAB PRACTICES DEFICIENCIES AT 
ies PERKIN ELMER. 
14 THAT WOULD HAVE BEEN WHAT I WOULD HAVE INTENDED TO PROBE 
15 AND I HAD UNDERSTOOD THAT THE COURT DOESN'T, DOESN'T WANT 
16 GO INTO THAT. 
aly, AM I -- 
18 THE COURT: THAT'S RIGHT. AND I'M SORRY, WE'RE 
19 [ING KIND OF -- WE'RE SHIPS PASSING. 
20 . WADE: OKAY. 
21 THE COURT: BUT WHAT I'M GOING TO DO, BECAUSE THIS 
22 ISSUE HAS BEEN RAISED AND IN LIGHT OF YESTERDAY'S RULING WHER 
23 I SAID YOU CAN'T GET INTO ANY OF THAT, TODAY THIS ISSUE CAME UP 
24 FROM MR. BOSTIC'S QUESTION AND THE ANSWER. 
25 THE REMEDY TODAY IS TO STRIKE THAT QUESTION AND THAT 
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ANSWER, AND I THINK THAT TAKES CARE OF IT SUCH THAT YOU DON'T 


NEED TO GO INTO ANY OF THE OTHER THINGS THAT I TALKED ABOUT. 


MR. WADE: RIGHT. 


NOT LET ME GO INTO THOSE ISSUES. 


THE COURT: 


THE COURT: AS WE PR 


THE COURT: 


I WILL 


AND I UND! 


CORRECT? 


ERSTAND THE COURT WILL 


NOT LET YOU GO INTO THOSE. 


MR. WADE: RIGHT, UN 


DERSTOOD. 


EVIOUSLY DISCUSSE 


DE: UNDERSTOOD. 


THAT'S NOT TO SAY THAT YOU CAN'T -- 


YOU'RE GOING TO DO WHATEVER 


ON WHAT THE REDIRECT WAS. 


MR. WADE: 


IGHT. 


THE COURT: OKAY. 


MR. BOSTI 


THANK YOU. 


YOU'RE GOING TO DO ON RECROSS | 


88 


ANY QUESTION ABOUT THAT? 


FROM THE GOVERNMENT, YOUR HONOR. 


THE COURT: OKAY. 


SHOULD WE ASK THE 


COME IN NOW? 


BOSTIC: 


VADE: SURE. 


ALL RIGHT. 


YES, YOUR HONOR. 


THE COURT: ARE WE READY? 


MR. BOSTIC: 


YES. 


THE COURT: OKAY. 


(PAUSE IN PROCEEDINGS. ) 


THE COURT: OKAY. 


THANK YOU. 


DOCTOR TO COME IN AND ASK OUR JURY TO 


FOLKS, I JUST WANT TO REMIND 


UNIT! 
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EVERYONE THAT WE DON'T -- THOSE IN THE GALLERY, WE'RE NOT 


HAVING BEVERAGES, AND SO IF YOU BROUGHT A BEVERAGE IN, YOU NEED 


TO PLEASE REMOVE THE BEVERAGE, COFFEE DRINKS OR THOSE KINDS OF 


THINGS. 


(PAUSE IN PROCEEDINGS. ) 


THE COURT: CAN I ASK COUNSEL, IS IT STILL SUGGESTED 


THAT -- WE'RE GOING TO GO UNTIL 3:00 TODAY. IS IT SUGGESTED 


STILL THAT WE BREAK AT THE 1:30 TIMEFRAME? IS THAT A GOOD 


TIMEFRAME:? 


. WADE: COURT'S INDULGENCE. 


(DISCUSSION OFF THE RECORD AMONGST DEFENSE COUNSEL. ) 


MR. WADE: (NODS HEAD UP AND DOWN.) 


THE COURT: OKAY. 


(JURY IN AT 12:14 P.M.) 


THE COURT: ALL RIGHT. THANK YOU. PLEASE BE SEATE 


WE'RE BACK ON THE RECORD. OUR JURY AND ALTERNATES ARE 


PRESENT. ALL COUNSEL AND MS. HOLMES ARE PRESENT. 


DR. ROSENDORFF IS ON THE STAND AGAIN. 


AND YOU HAVE SOME -- YOU'D LIKE TO ASK SOME ESTIONS ON 


FCROSS? 


MR. WADE: I DO, YOUR HONOR. 


THE COURT: YES. 


BUT FIRST, LADIES AND GENTLEMEN, BEFORE WE BEGIN 


. WADE'S QUESTIONING, I DO WANT TO INSTRUCT YOU ON SOMETHING, 


SO PLEASE DO LISTEN. 
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90 


AT THE END OF HIS REDIRECT EXAMINATION, DR. ROSENDOREF'F WAS 


ASKED TO COMPARE THERANOS WITH OTHER LABS WHERE HE HAS WORKED. 


YOU MUST ENTIRELY DISREGARD BOTH THE QUESTION, THAT QUESTION, 


AND DR. ROSENDORFF'S ANSWER. IT WOULD BE IMPROPER FOR YOU TO 


GIVE ANY WEIGHT WHATSOEVER EITHER TO THE QUESTION OR TO THI 


ANSWER. 


JUST TO BE CLEAR, I AM STRIKING THOSE, THE QUESTION AND 


THE ANSWER FROM THE RECORD AND YOU ARE NOT, NOT TO CONSIDER 


EITHER OF THOSE THINGS IN YOUR DELIBERATIONS. THEY ARE 


STRICKEN. 


THANK YOU. 


MR. WADE: THANK YOU, YOUR HONOR. MAY I PROCE 


THE COURT: YES. 


RECROSS-EXAMINATION 


BY MR. WADE: 


GOOD AFTERNOON, DR. ROSENDORFF’. 


HELLO. 


Q. I'D LIKE TO START BY BRINGING UP EXHIBIT 5417, WHICH IS IN 


EVIDENCE AND THE GOVERNMENT ASKED YOU QUESTIONS ABOUT IT. 


WE'LL PUT IT UP ON THE SCREEN IF IT'S EASIER FOR YOU, 


DOCTOR. 


A. ALL RIGHT. 


Q. THIS WAS ONE OF THE LOOSE DOCUMENTS THAT THE GOVERNMENT 


HANDED YOU. 


A. YES. 
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SAN JOSE, CALIFORNIA NOVEMBER 9, 202] 


PROCEEDINGS 


(COURT CONVENED AT 8:23 A.M.) 


(JURY OUT AT 8:23 A.M.) 


THE COURT: ALL RIGHT. LET'S GO ON THE RECORD IN 


THE HOLMES MATTER. ALL COUNSEL ARE PRESENT. MS. HOLMES IS 


PRESENT. 


WE'RE OUTSIDE OF THE PRESENCE OF THE JURY TAKING UP A 


COUPLE OF MATTERS REGARDING SOME EVIDENCE. 


LET'S SEE. I THINK WE'RE GOING TO TALK THIS MORNING ABOUT 


DOCKET 1086, 1133, AND 1134, AMONGST OTHERS, WHICH WILL 


PROBABLY INCLUDE A DISCUSSION OF 989 AS WELL. THOSE ARE WHAT 


I'VE IDENTIFIED. 


HAVE YOU IDENTIFIED, FOLKS, WHO IS GOING TO SPI 


THESE? MR. LEACH AND MR. WADE? 


MR. LEACH: I'LL BE SPEAKING TO THIS, YOUR HONOR. 


THE COURT: ALL RIGHT. THANK YOU. 


MR. WADE: GOOD MORNING, YOUR HONOR. 


LANCE WADE ON BEHALF OF MS. HOLMES. I'LL DEAL WITH A 


SUBSTANTIAL PART OF THIS. THERE ARE CERTAIN ISSUED RELATING TO 


THE CMS REPORT THAT I HAVE MR. LOOBY'S PRESENCE TO HELP THE 


COURT WITH. 


THE COURT: OKAY, GREAT. 


WELL, WHERE DO WE START? LET'S -- I HAVE 1133, WHICH IS A 


SUPPLEMENTAL BRIEF REGARDING TRIAL EXHIBIT 4621. WE HAD TALKED 
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: 250M 1 ABOUT THIS BEFORE. THIS WAS THE -- IS THIS THE JANUARY 25TH 


:25AM 2 LETTER AND THE REPORT I THINK IT IS? 
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STATEMENT OF DEFICIENCIES -- 


THI 


MR. LEACH: 


ISSUED, AND ONE OF HIS RES 


ALLEGED DEFICIT] 


DR. DAS IS THE LAB DI 


COURT: EXCUSE ME. 


:25AM 3 MR. LEACH: THIS IS, YOUR HONOR. THIS IS THE CMS 


-- WHICH WAS ISSUED ON JANUARY 25TH, 


RECTOR AT THE TIME THAT 4621 WAS 


PONSIBILITIES WAS TO INVESTIGATE THE 


ENCIES IN THE 2567, REVIEW DOCUMENTS IN 


CONNECTION WITH THAT TO RESPOND, AND TO PREPARE THE COMPANY'S 


RESPONSE. 


SO HE'S INTIMATELY FAMILIAR WITH THE DOCUMENT. HE TOLD 


THE GOVERNMENT PR 


EVIOUSLY HE 100 PERC! 


DEFICIENCIES THAT 


ERE FOUND. 


WE INTEND TO 


INCLUDING THE COVER LETTER. 


IN ADDITION TO BEING ADMISSIBLE IN T 


DR. DAS'S T! 


TRUTHFULNESS, WE 


ENT AGRI 


BES WITH THE 


EXAMINE HIM ABOUT A PORTION OF THE 2567, 


HE CONTEXT OF 


MONY FOR, YOU KNOW, HIS CORRO. 


STATE OF MIND. 


THE INVESTOR OR THE 


GOES THROUGH 2016. 


BORATION OF THE 


THINK THE 2567 IS RELEVANT TO THE DEFENDANT'S 


PATIENT CONSPIRACY COUNT 


THE DEFENDANT HAS INTRODUCED EVIDENCE FROM MARCH OF 2016 


WHERE SHE'S RELAYING THE FIN 


DINGS OF A SCIENTIFIC BOARD THAT 


SHE CONVENED THAT DOCTORS AND OTHER PEOPLE WITH CONNECTIONS TO 
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THE COMPANY ARE GLOWING ABOUT THE TEC 


VACUTAINER WORKS, SAYING THIS IS A LAI 


CHANGER. 


AND T 


5677 


HNOLOGY, SAYING THE 


B IN THE BOX AND IS A GAME 


HE PROFFER IN THE MOMENT WITH GENERAL MATTIS WAS THAT 


THIS WAS RELEVANT TO THE DEFENDANT'S STATE OF MIND. 


IF GLOWING REVIEWS ABOUT THE TECHNOLOGY ARE RELEVANT TO 


HER STATE OF MIND IN MARCH OF 2016, THE CMS REPORT, WHICH IS 


CRITICAL OF THERANOS'S TECHNOLOGY, IS EQUALLY RELEVANT TO HER 


STATE OF MIND. 


SO IT SHOULD COME IN FOR THAT PURPOSE. AND DR. DAS WILL 


ALSO REVIEW PORTIONS OF THE REPORT AND SAY, YES, I LOOKED INTO 


THAT AND I AGREE WITH THAT COMPLETELY. 


EVEN WORSE THAN WHAT IS DESCRIBED 


IN FACT, THE ISSUE IS 


HERE . 


THE 


COURT: THANK YOU. 


WILL DR. DAS INDICATE THAT HE SPOKE WITH MS. HOLMES ABOUT 


THE INFORMATION CONTAINED IN THIS? 


SOME EVIDENCE 


IN OTHER WORDS, IS THERE 


THAT WILL CONNECT MS. HOLMES TO THE DOCUMENT SUCH 


THAT IT COULD BE INTRODUCED FOR STATE OF MIND? 


MR. 


INSTRUCTED 


BY 


LEACH: YES. HE WILL TESTIFY THAT HE WAS 


I ANTICIPATE THAT'S WHAT HE'LL SAY. 


MS. HOLMES TO REVIEW TH 


E 2567 AND RESPOND TO IT. 


IN ADDITION, HE WILL DESCRIBE HOW, IN THE COURSE OF 


PREPARING THE RESPONSE TO THE 2567, 


HE RELAYED TO MS. HOLMES 


WHAT HE WAS FINDING AND WHAT HE INTENDED TO REPORT BACK TO CMS, 


AND THE COURT HAS FOUND IN THE MOTION 


IN LIMINE ORDER THAT THE 


UNITED STATES COURT RE 


E R -373 


PORTERS 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


7:28AM 


7:28AM 


7:28AM 


:28AM 


7:28AM 


:28AM 


7:28AM 


:28AM 


7:28AM 


7:28AM 


:28AM 


7:28AM 


:28AM 


7:28AM 


7:29AM 


7:29AM 


7:29AM 


7:29AM 


7:29AM 


:2 9AM 


7:29AM 


7:29AM 


7:29AM 


7:29AM 


7:29AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 84 of 210 


Case 5:18-cr-00258-EJD Document 1285 Filed 01/18/22 Page 8 of 203 


RELEVANT. 


5678 


DIALOGUE BACK AND FORTH BE'TWEEN CMS AND THERANOS IS CLEARLY 


AND DR. DAS IS GOING TO SAY NOT ONLY DID MS. HOLM 


ES 
Ei 


UNDERSTAND WHAT I WAS FINDING AND WHAT OUR INVESTIGATION OF THE 


DEFICIENCIES 


INSIST! 


ENTAILED, SHE 


ED THAT I CHARACTERIZ 


E THIS AS 


A QUALITY SYSTEMS ISSUE AND NOT AN ISSUE WITH THE DEVICE, WHICH 


IS WHAT I WAS ACTUALLY SEEING. 


SO DR. DAS, 


HIM TO MINIMIZE THE EXTENT OF THE P 


THAT GOES DIRECTLY TO HER STATE OF MIND, NOT JUST H 


KNOWLEDGE OF PROBLEMS, BUT HER DESI 


ROBLEM TO CMS. 


RE TO MINIMIZE THEM W. 


I ANTICIPATE, WILL TESTIFY MS. HOLMES ASKED 


CONFRONTED WITH ISSUES. 


THE COURT: 


MR. LEACH: YES. 


PRIOR INTERVIEWS. 


SO HE WILL CONNECT THE 


AND THOSE 


oral 
G 


I THINK YOUR PLEADINGS CALL THIS PUSH 


1 HIS WORDS IN OUR 


2567 DIRECTLY TO MS. HOLMES, AND I 


THINK HER REACTION AND HER DESIRE TO MINIMIZE WHAT IS 


COMMUNICATED TO CMS IS HIGHI 


Y REI 


THE 


COURT: OKAY. 


ALL RIGHT. 


THANK YOU. 


EVANT TO HER STATE OF 


MIND. 


THERE'S ANOTHER ISSUE ABOUT THIS, AND I THINK THIS 


INVOLVES 


LOOBY, AND 


VE SPOKE 


SOME TIME 


REDACTIONS IN THIS. I THINK IT -- THERE'S 


MR. LOOBY IDENTIFI} 


'D CATEGORIES A, 


UNITED STAT 


ER -374 


ce 


ES COURT REPORTE 


AGO ABOUT THIS AND 


SOME REDACTIONS. 


RS 


AND C, AND I THINK 


R PLEADING 1133 YOU SUGGEST, BASED ON THE COURT'S PRIOR 
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COMMENTS, THAT YOU'RE GIVING NOTICE THAT YOU WANT THE ENTIRETY 


OF THI 


I THINK WE'LL HAVE 


DOCUMENT TO COME 


POSSIBLE REDACTIONS. 


TO TALK ABOUT 


I DON'T KNOW IF YOU WANT TO DO THAT NOW OR BEFORE -- MAYBE 


WE SHOULD ALLOW MI 


POSITION ON THAT, 


I WOULD LIKE 


MR. LEACH: 


DIRECT, 


THERE ARE 


R. WADE TO STATE HIS CURR 


ENT POSITION ON THAT? 


I'M HAPPY TO HEAR MR. WADE'S CURRENT 


YOUR HONOR. 


TO NOTE THAT IN PREPARING FOR 


I INTEND TO DISPLAY TODAY. 


I'M HAPPY TO GO THROUGH THOS! 


DR. DAS'S 


ONLY CERTAIN PORTIONS OF THE CMS REPORT 


ADVANCE. I THINK THEY ELIMINATE A LOT OF THE REDACTIONS, 


NOT ALL OF THEM, 


BECAUSE 


I THINK THE 


E THING WE NEED TO ! 


ABLE TO DISPLAY IS THE -- IT'S LAID OUT BY -- THERE'S A 


PARTICULAR CIT 


LANGUAGE OF THE 


TO A CODE 


CODE S 


SECTION, T 


ECTION, AND TH 


ERE'S A DESCRIPTION OF TH 


EN IT SAYS THIS STANDARD O] 


THIS CONDITION IS EITHER MET OR NOT MET, AND THERE'S A 


DESCRIPTION OF 


ALL OF THOSE, 


EDISON DEVICE, 


THE 


THE TECHNOLOGY THAT THE 


EVIDENCE THAT CMS NOTED. 


FOR THESE PARTICULAR PORTIONS, RELATE TO THE 


DEFENDANT WAS HOLDING 


OUT, SO I DON'T THINK IT 


AT ISSUE OR OTHER ISSUES RAISED IN THE 


SO I ONLY INTEND TO 


RATSES 


ISSUES 


WITH ASSAYS THAT AR 


MOTION. 


GIVE THE COURT THOSE NUMBERS. 


I DO THINK THAT THE 


ENTIRE 


DISPLAY THOSE 


TODAY, AND I'M HAPPY TO 


EXHIBIT IS ADMISSIBLE FOR HER 


STATE OF MIND, THE EXTENT OF THE ISSUES. 


UNITED STAT 


SO I THINK WE'VE -- 


ER-375 


ES COURT REPORTE 
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AS THE TRIAL HAS PROGRESSED, WE'VE MOVED A LITTLE BIT PAST, 


680 


DOES IT REFER TO AN ASSAY THAT'S NOT IN THE BILL OF PARTICULARS 


OR A PARTICULAR MORE MINOR ISSUE. 


I DO THINK THE ENTIRETY IS RELEVANT TO HER STATE OF MIND, 


AND FOR THAT REASON WE DON'T THINK ANY REDACTIONS ARE 


APPROPRIATE. 


BUT I'M HAPPY TO PR 


EVIEW THE PARTICULAR PAGES THAT WE WANT 


TO GO THROUGH TODAY WITH DR. DAS, WHICH I DON'T THINK SHOULD BE 


REDACTED IN ANY WAY. 


THE COURT: 


OKAY. 


MR. WADE, DO YOU WANT TO HEAR THOSE LIMITATIONS TODAY OR 


DO YOU WANT TO GO FORWARD WITH -- 


MR. WADE: 


YOUR HONOR, I THINK THERE ARE SEVERAL 


ISSUES HERE. BT ME 


COURT HAS |] ED AND MR. 


am 


RY TO ADDRESS SOM 


FACH HAS RAIS] 


TO PERHAPS THE PARTICULAR ASPECTS OF THE REPORT ITSELF. 


I THINK THE SHORT ANSWER TO THAT QUESTION IS WE NEED TO 


KNOW WHAT IS IN AND WHAT IS OUT IN ORDER TO BE IN A POSITION 


WHERE WE CAN CROSS-EXAMINE 


THE WITNESS. 


SO I UNDERSTAND MR. 


LEACH HAS SAID 


GO INTO CERTAIN PARTS. 


DON'T KNOW WHAT IS GOING TO GO IN, SO 


PREPARE CROSS-EXAMINATION THAT WILL ADD 


WE 


DON'T KNOW 


THAT HE ONLY INTENDS 


HAT THOSE PARTS ARE. 


E OF THE POINTS THAT THE 


ED, AND THEN WE CAN GET 


TO 


WE 


E DON'T KNOW HOW TO 


RESS THE RELEVANT 


PIECES. 


THAT'S ONE OF THE REASONS WHY, AS THE COURT KNOWS, WE 


UNIT! 
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UE EARLY ON SO WE COULD GET NOTICE AND BE IN A 


POSITION TO FAIRLY CONFRONT THE WITNESS. 


I THINK THERE 


RELATES TO DR. 


DAS AN 


WHETHER THAT -- AND T 


AS THE COURT KNO 


MOTIONS PRACTICE 


SUBJECT OF THE CO 


LAYERED HEARSAY IN PAI 


DURING THI 


HE 


CMS 


IS A MORE FUNDAMENTAL THRESHOLD ISSUE THAT 


D THE CMS CORRESPONDENCE, AND THAT IS 
REPORT, THE 2567. 
HAT WAS THE SUBJECT OF EXTENSIVE 


EF} MOTION IN LIMINE PHASE AND THE 


VE RAISED CONCERNS AT T 


URT'S ORDER. 


HAT TIME ABOUT HEARSAY, AND ABOUT 


THE REPORT ARE BASED 


MAD! 


THE REPORT THEN OBVIOUSLY 


DIFFERENT PEOPLE MADE 


TO THE PI 


FOPLE WHO WROTE 


THE REPO! 


RTICULAR, THAT MANY OF THE ITEMS WITHIN 


UPON STATEMENTS OF WITNESSES THAT WERE 


RT, THAT PEOPLE WHO 


VROT 


MADE STATEMENTS WITHIN THE REPORT, 


DIFFERENT STATEM 


THERE 


ARE 


SOME 


SUBJECTI 


ENTS. 


VE DETERMINATIONS WITHIN THE REPORT 


THAT WE WERE CONCE 


NOTED THE CONC! 


VIOLATION HERE COULD CONFUSE THE JU 


POSSIBILITY TH 


VIOLATION. 


BECAUSE OF 


SOME PI 


RNED ABOUT, AND I KNOW THE COURT IN ITS ORDER 


ERN THAT THE -- THE REAL CONCERN THAT A CIVIL 


RY AND COULD CREATE THE 


IAT, YOU KNOW, MS. HOLMES WOULD BE CONVICTED 


THAT REAT 


THE COURT: 


WELL, 


SO MUCH TO THIS DOCUMENT. 


BUT GO AHEAD. 


MR. WADE: 


I JUST WANT TO I 


‘RCEIVED VIOLATION OF LAW THAT IS A CIVIL 


LY ISN'T WHAT THIS CASE IS ABOUT. 


THAT RELATES MORE TO THE 


3217, NOT 


ET YOU KNOW THAT. 


AND WE NOTE THAT IN RAISING THOSE ISSUES 


UNIT 


‘ED STATI 
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ES COURT R 
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RS 
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AND THE CONCERNS THAT WE HAD AND THE ABILITY TO CONFRONT THAT 


EVIDENCE FAIRLY ON BEHALF OF OUR CLIENT, THE GOVERNMENT 


ADDRESSED THOSE CONCERNS REPEATEDLY BY SAYING IT WAS GOING TO 


OFFER IT THROUGH ONE OF THE AUTHORS OF THE REPORT SO MS. HOLMES 


WOULD HAVE A CHANCE TO ADDRESS ALL OF THESE CONCERNS BY 


CROSS-EXAMINATION OF THE WITNESS ON THE STAND. 


IT APPEARS THAT THE GOVERNMENT NOW DOES NOT INTEND TO DO 


THAT, OR AT LEAST INTENDS TO OFFER THIS THROUGH DR. DAS, WHO, 


OF COURSE, WE CAN'T CROSS-EXAMINE ON THE 


REPORT AND ALL OF THE STATEMENTS THAT W 


PREPARATION OF THE 


ERE MADE IN THERE, WHICH 


CREATES BOTH SIGNIFICANT 403 ISSUES, BUT ALSO CONSTITUTIONAL 


ISSUES TO THE EXTENT THAT WE'RE NOT ABLE 


= 
G 


TO CONFRONT THE AUTHOR 


OF THE REPORT, THE MULTIPLE LAYERS OF HEARSAY, ET CETERA. 


AND I JUST NOTE AT DOCKET 675 AT PAGES 4, 2 -- 2, 4, 8 -- 


8 AND 9, THE GOVERNMENT REPEATEDLY REPR 


ESENTED TO THE COURT IN 


THE MOTIONS IN LIMINE PRACTICE THAT THESE WITNESSES WOULD BE 


OFFERED, EITHER SARAH BENNETT OR GARY YAMAMOTO, THAT THEY WOULD 


TESTIFY AS TO THE CONTENT AND WE WOULD HAVE THE ABILITY TO 


CROSS-EXAMINE THEM. 


I DON'T KNOW WHAT THE STATUS OF THAT IS NOW, BUT THEY NOW 


WANT TO BRING THIS IN THROUGH DR. DAS, WHO, OF COURSE, DIDN'T 


PREPARE THE REPORT, DOESN'T KNOW WHAT -- 


THE COURT: SO IF ONE OF THOSE WITNESSES TESTIFIED, 


THAT WOULD ALLEVIATE YOUR CONCERN? 


MR. WADE: IT WOULD ALLEVIATE OUR CONCERN. 
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SO IF THEY WANT DR. DAS TO T! 


THRI 


WE DO THINK THAT THAT WITNESS SHOULD ADMIT THE DOCUMENT, 


ESHOLD MATT! 


APP 


THE DOCUMENT SHOU! 


THE 


TESTIFY TO IT, AN 


ROPRIATE FO 


COU 


RI: 


ER, IT HAS TO COME 


UNDATION. 


SO YOU THINK WHO! 


ESTIFY AS TO T 


HIS DOCUMENT AS A 


INTO EVIDENCE WITH AN 


ID TESTIFY FIRST AND THEN DR. 


D THAT'S YOUR SUGGESTION TO THE 


HOW THEY SHOULD PUT THEIR CASE ON? 


MR. WADE: 


ERNMENT. 


IT'S NOT A SUGGESTION OF TRIAL PRESENTATION. 


WE DO. 


EVER COULD AUTHENTICATE 


DAS COULD 


GOVERNMENT ON 


WE RAISED THIS ISSUE WITH THE 


IT'S A 


ISSUE AND A CONFRONTATION ISSUE, BECAUSE T 


THROUGH A WITNESS 


THE 


END OF 


HEY WANT TO PUT 


VHO DIDN'T P 


REPARE IT, A 


ND THEY WANT TO 


IT AND HAVE HIM AGREE WITH CERT 


AIN THINGS, AND WE 


DON'T THINK THAT THAT'S APPROP 


THE JURY UNDERSTAN 


RIATE 


FOR IT 


IT WAS PREPARED, THE SIGNIFICANCE OF IT, S 


HOW IT IS THAT DR. DAS RESPONDED TO IT. 


THAT WITNESS AND WERE 


BUT 


ABLE 


TO CROSS-! 


DIRECTLY TO THE COURT'S CONCERN, 


TO COME IN BEFORE 


O THEY CAN UNDERSTAN 


IF THEY PUT UP 


YES, 


EXAMINE, 


WE OBVIOUSLY HAVE 


THE ISSUES THAT WE RAISED IN THE MOTION IN LIMINE, BUT WE 


UND! 


ERSTAND THE 


COURT'S ORD! 


R ON THAT. 


BUT WE THINK AS A MATTER OF FAIRNESS AND CONSTITUTIONAL 


WE 


SHOULD HAVE THE 


BILITY TO 


PRINCIPLES, 


WITNESS. 


UNITED STATES 


ER -379 


CONFRONT THAT 


COURT REPORTE 


RS 
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DS THE CONTEXT OF THE REPORT, WHAT IT IS, HOW 


D 
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PREJUDICE 


VE 


COMPLETE] 


ON THE CIVIL 


684 


DON'T THINK IT NECESSARILY ELIMINATES THE CONCERN OF 


1Y ADDRESSES THE CONCERNS WITH 


ISSUES WITHIN THIS CRI 


MINAL CASE. 


WE 


RESPECT TO THE 


ELATING -- WE DON'T THINK NECESSARILY THINK THAT IT 


CONFUSION 


HAVE AN INSTRUCTION, PROPOSED INSTRUCTION, THAT WE HAD 


SUBMITTED TO THE COURT AT DOCKET 809, PAGE 88, AND I'LL OFFER 


THAT UP TO THE 


GOING TO ADMIT THIS, THAT THIS IS A CIRCUMSTANCE 


COURT. 


(HANDING. ) 


WE DO THINK IN THESE UNIQUE CIRCUMSTANCES IF THE 


WHI 


COURT IS 


RE THIS 


INSTRUCTION SHOULD BE, SHOULD BE GIVEN CONTEMPO 


APPRO 


MATTERS THAT ARE AT ISSUE 


PROPOSED REDACTIONS AN 


COUPLI 


TESTIFY AS TO VOIDING OF THE RESULTS, AND TH! 


EXP} 


RANEOUS WITH THE 


EVIDENCE SO THAT THE JURY UNDERSTANDS, YOU KNOW, THE 


IN THE CASE. 


FE} THEN HAVE -- BEFORE 


WE 


ET TO MR. 


LOOBY 


'S 


OF OTHI 


(R ISSUES WITH RESPECT TO MR. DAS. 


PRIATE LIMITATION OF THE EVIDENCE WITH RESPECT TO THE 


ISSUES ON THE 


D WHAT IS IN THE DOCUMENT, THERE ARE A 


ONE RELATES TO VOIDING AND WHETHER HE IS PERMITTED TO 


ERT TESTIMONY, WHICH WAS THE 


ORD! 


AND 


EF OTHER RELAT! 


ES TO 


SUBJECT OF A PR 


ETRIAL MOTI 


ON. 


I KNOW THE COURT REMEMBERS THAT AND THE CO 


ER ON THAT. WE'RE 


URT ISSUED 


ONLY OFFER PERCIPIENT WITNESS TESTIMONY. 


GIVES ME, YOU KNOW, SIGNIFICANT PAUSE AS TO THAT. 


THERE 


IS ONE REPRESENTATION THAT MR. LEACH 


UNITED STATES COURT 


E R-380 


REPORTE 


RS 


SURE THE GOVERNMENT WILL HONOR THAT 


JUST MAD! 


THE -- 


AN 


ORD! 
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JUDGMENT THAT THIS WITNESS IS GOING TO CO 


100 PERCENT WITH EACH AND EVERY FINDING IN 


685 


MF IN AND SAY, I AGREE 


THE REPORT IS -- 


CLEARLY GOES TO, YOU KNOW, EXPE 


NOTICED -- THEY HAVEN'T PROVIDED NOTICE THAT THAT 


RT TI] 


ESTIMONY. 


THI 


EY HAV] 


EN'T 


OPINION THAT HE WAS GOING TO OFFER. 


JOB. 


IT WASN'T NECESSAI! 


VAS AN 


RY TO HIS 


THERE WERE MANY TIMES WITHIN HIS JOB WHERE HE WAS 


ACTUALLY 


GOING BACK AND FORTH WITH CMS WITH RESPECT TO PARTICULAR ITEMS 


WITHIN THE REPORT AND ACTUALLY RAISING DISAGREEMENT WITH ITEMS 


IN THE REPORT OR SEEKING CLARIFICATION OR TRYING TO RESPOND ON 


THE COMPANY'S BEHALF. 


THE COURT: WAS HE HIR 


ED -- AT THE TIME H 


HIRED -- WHEN WAS THAT? DECEMBER OF '15, WASN'T IT? 


MR. B: HE WAS HIRED IN DECE 


ER OF 


"15, 


E WAS 


YES. 


THE RT: AND WAS HE HIRED -- WAS HIS TASK TO 


ADDRESS THE CMS AND DEAL WITH TH 


REALIGNMENT OF THE LABORATORY IN COMPLIANCI 


WASN'T THAT HIS TASK? 


E QUESTIONS, AND ALSO DEAL WITH 


EF} WITH R 


EGULATIONS? 


MR. WADE: THERE WAS CERTAINLY A PART OF THAT, 


YOUR HONOR. HE WAS ACTUALLY HIR 


ED IN THIS PERIOD BETW. 


EN -- 


THERE HAD BEEN AN INSPECTION IN LATE 2015. 


THE COURT: SEPTEMBER? 


MR. WADE: AND THE 2567 WAS ISSUED IN LATE FEBRUARY 


OF '15. SO HE CAME IN ON A PART-TIME BASIS B] 


WAS RECEIVED. 


BEFORE THE NOTICE 


UNITED STATES COURT REPORTERS 


ER -381 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08 


08: 


08 


08 


08 


08 


08: 


08 


08 


08 


08 


08: 


08 


08 


08 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


74] 


:40AM 


:40AM 


:40AM 


:40AM 


:40AM 


:40AM 


:40AM 


AM 


AM 


AM 


AM 


1AM 


AM 


AM 


AM 


AM 


1AM 


AM 


AM 


AM 


AM 


1AM 


AM 


AM 


AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 92 of 210 


Case 5:18-cr-00258-EJD Document 1285 Filed 01/18/22 Page 16 of 203 


THE COURT: 


686 


AND THEN HE WAS CONTINUED ON AS A 


FULL-TIME EMPLOY 


LEFT? 


SETTLEMENT WI] 


MR. WADE: 


THE 


COURT: 


MR. WADE: 


BECAUS] 


E OF THE 


HIRED TO DO X, Y, Z, 


THE COURT: 


MR. WADE: 


THE COURT: 


MR. WADE: 


THE COURT: 


HE DID, YES. 


RIGHT. 


EE UNTIL WHEN WAS IT, 2018? 


IS THAT WHEN HE 


AND THERANOS MADE A DECISION TO -- THAT A 


[TH CMS -- 


SURE, RIGHT. 


-- IN THE LATE SUMMER, EARLY FALL OF 


SO MY POINT ABOUT THIS, PARDON ME -- 


YEAH. 


-- MY POINT WAS WHETHER OR NOT HE -- 


REASONS HE WAS HIR 


PART OF THAT IS, 


ED, AND IF HE 


TESTIFIES, 


I WAS 


IN RESPONSE 


QUESTION, CAN HE SAY, I AGREED WITH IT OR NOT? 


THAT MIGHT BE 


PART OF HIS JOB TITLE. 


HAVE TO SEE WHETHER OR NOT THAT EVIDENCE COMES IN. 


I UNDERSTAND YO 


AND I THINK I WAS V! 


UR CONCERN A 


BOUT MORPH 


IT DON'T KNOW. 


TO YOUR 


WE'LL 


ING OVER INTO EXPERT, 


(RY SPECIFIC ABOUT THAT IN 798, AND OTHER 


ORDERS, THAT HE COULD NOT -- 989 ALSO, THAT HE COULD NOT. 


H 


E'S GOING TO TESTIFY AS A PERCIPIENT 


WITNESS, AND HE'S 


NOT TO TESTIFY UNLESS THE FOUNDATION IS LAID, WHICH I 


THINK THAT WOULD HAPPEN. 


IDENTIFIED AS AN EXPERT. 


UNIT! 


ED STATES COU 


E R-382 


AS YOU POINT OUT, HE 


RT REPORTE 


HASN'T 


RS 


DON'T 


BEEN 


YOU HAVE NO NOTICE ABOUT THAT. 
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BUT HE CAN TESTIFY ABOUT A PERCIPIENT WITNESS. WHETHER OR 


NOT A FOUNDATION IS LAID AS TO THAT QUESTION THAT YOU HAVE 


CONCERNS ABOUT REMAINS TO BE SEEN. 


HE MAY BE ABLE TO ANSWER THAT QUESTION BASED ON 


FOUNDATION. I DON'T KNOW. 


MR. WADE: YEAH. I JUST WANT TO RAISE IT BECAUSE 


OBVIOUSLY IT HAS PARTICULAR SIGNIFICANCE. 


THE COURT: SURE. 


MR. WADE: AND IT HAS PARTICULAR PREJUDICIAL IMPACT 


IF IT HAPPENS IN FRONT OF THE JURY. 


IN THIS PARTICULAR CASE, THE CORRESPONDENCE THROUGHOUT 


2016 MAKES CLEAR THAT HE IS ENGAGING ACTIVELY WITH CMS TO 


ADDRESS THESE CONCERNS. 


THE COURT: RIGHT. 


MR. WADE: HE'S CLEARLY COMING TO VIEWS AND 


RESPONDING TO THE COMPANY, AND WE DON'T HAVE ANY ISSUE WITH 


THAT. 


HE'S CLEARLY OF THE VIEW THAT THERE WERE SIGNIFICANT 


ISSUES WITHIN THE LAB. WE DON'T HAVE ANY ISSUE WITH THAT. 


THAT'S WHAT HE WAS HIRED TO DEAL WITH. 


THE CONCERN THAT WE HAVE IS IT'S ONE THING FOR HIM TO GO 


THROUGH IN REALTIME THE PARTICULAR POSITIONS THAT HE WAS TAKING 


ON PARTICULAR ISSUES. 


IT'S ANOTHER THING FOR HIM TO SAY, WHICH I HAVEN'T SEEN 


ANY CONTEMPORANEOUS EVIDENCE OF, I AGREED 100 PERCENT WITH THE 


UNITED STATES COURT REPORTERS 


E R-383 
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CMS REPORT, AND I'M GOING TO OFFER THIS IN FRONT OF THIS 


JURY -- 


THE COURT: 


MR. WADE: 


SURE. 


688 


WHEN THERE'S NO INDICATION THAT THAT 


WAS COMMUNICATED WITH MS. HOLMES THAT HE 100 PERCENT AGREED 


WITH THE CMS REPORT. 


HIS CONCLUSIONS. 


THERE'S NO NOTICE FOR THAT OR A BASIS FOR 


THE COURT: 


SO WE'RE TALKING ABOUT THEORETICAL 


IN FACT, THE CONTEMPORANEOUS EVIDENCE SUGGESTS OTHERWISE. 


THINGS HERE. HE MAY LAY A FOUNDATION -- PARDON ME, MR. LEACH. 


BUT THE GOVERNMENT MAY LAY A FOUNDATION FOR THIS. YOU 


RAISING THIS AS A CONC] 


IT'S A WAIT AND SEE. 


ERN, AND I APPRECIATE IT, AND I THINK 


LET'S SEE WHAT HAPPENS. 


"RE 


I APPRECIATE YOUR CONCERN. HE'S NOT GOING TO BE ABLE TO 


TESTIFY AS AN EXPERT. 


I THINK MR. LEACH'S TEAM KNOWS THAT. 


THEY'VE CONFIRMED THAT IN THEIR RESPONSIVE PLEADINGS, SO I 


THINK WE CAN EXPECT THAT THEY WILL CONDUCT THE EXAMINATION OF 


DR. DAS ACCORDING TO THE LIMITATIONS THAT THE COURT HAS IMPOSED 


ON THEM. 


MR. WADE: 


THI 


KE OTHI 


ER ISSUE THAT I RELAT 


YOUR HONOR, WAS THE ISSUE OF VOIDING. 


THE COURT: 


MR. WADE: 


Y 


AN 


ES 
ES. 


BELIEVE UNDER THE COURT'S ORDER, TO OFFER EVIDENCE OR PROFF! 


EVIDENCE THAT THIS WAS A LEGAL VIOLATION. 


UNITED 


STATE 


E R-384 


S COURT REPORTERS 


D THE GOVERNMENT HAD AN OBLIGATION, I 


ER 
Ei 
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AS THE COURT MAY RECALL -- AND TO BE FRANK, THE RECORD IS 


A LITTLE BIT MIXED ON THIS -- THERE WAS ANOTHER 302 MEMORANDUM 


OF INTERVIEW THAT -- RELATING TO MR. DAS, OR DR. DAS, THAT THE 


GOVERNMENT PROVIDED TO US AFTER IT FILED ITS SUBMISSION. 


THERE'S SOME AMBIGUITY AS TO INITIALLY HE SAID THERE WAS A 


REQUIREMENT -— 


THE COURT: HE SAID, I WAS REQUIRED TO REDACT OR 


VOID AND I DID IT BECAUSE I THOUGHT IT WAS THE RIGHT THING. 


IT SEEMED LIKE A SEMANTIC TYPE ISSUE, WHICH HAS 


RAMIFICATIONS, I UNDERSTAND. WAS HE REQUIRED OR DID HE DO IT 


BECAUSE THIS FILTERS INTO HIS CONVERSATION WITH YOUR CLIENT, ET 


CETERA. 


SO I THINK I CAPTURE THAT. 


MR. WADE: YEAH. AND THAT HAS ISSUES UNDER 407. 


AND I THINK IT'S A PRETTY IMPORTANT THRESHOLD ISSUE JUST IN 


MS OF IF IT'S A LEGAL REQUIREMENT UNDER 407, AS THE COURT 


VS FROM PRIOR MOTIONS, THAT'S ONE THING. IF IT'S A MATTER 


DISCRETION, WE -- OF COURSE THERE'S TESTIMONY -- THE 


GOVERNMENT HAS NOT POINTED TO A LEGAL REGULATION THAT DO 


IQUIRE VOIDING OF RESULTS. IT'S UNCLEAR EXACTLY WHAT MR. 


DR. DAS'S VIEW ON THIS IS. 


THERE'S TESTIMONY FROM THE PEOPLE WHO PREPARED THE REPORT, 


MR. YAMAMOTO OF CMS WHO SAID THAT HE DIDN'T UNDERSTAND VOIDING 


ERQUIRED, IT WAS WITHIN THE DISCRETION AS A POSSIBLE WAY 


DY ISSUES. 
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690 


AND SO I THINK THAT'S A PRETTY SIGNIFICANT ISSUE EMBEDDED 


TO. 


ITHIN A LOT OF WHAT DR. DAS IS DOING AND IS GOING TO TESTIFY 


AND SO -- AND I THINK THERE IS NOT A CLEAR PROFFER ON 


ETH! 


THAT, AND I WONDER WH 


THE PRESENCE OF THE J 


ASSI HAT, OR MAYBE 


URY 


ER THAT'S AN ISSUE ON WHICH, OUTSIDI 


, WE OUGHT TO VOIR DIRE THE WITNESS TO 


DEFER IT. 


MAYBE THIS IS AN ISSUE -- LIKE I SAID, 


IF THE REPORT IS 


GOING TO COME IN THROUGH A CMS WITNESS, MAYBE CMS CAN 


APPROPRIATELY DEAL WITH THAT SINCE THEY'RE 


THE ONES WHO 


DETERMINE WHAT IS REQUIRED AND WHAT IS NOT. 


AND THAT'S THE POINT AT WHICH WE THINK THE EVIDENCE OF CMS 


SHOULD COME IN. 


THE COURT: 


ACH? 


MR. LEACH: 


FIRST, YOUR HONOR. 


THE COURT: 


MR. LEACH: 


I'D LIKE TO RESPOND TO THE VOIDING POINT 


SURE. 


407 APPLIES TO MEASURES. 


IT DOESN'T 


APPLY TO AN INVESTIGATION. IT DOESN'T APPLY TO YOUR OWN 


ANALYSIS. IT DOESN'T APPLY TO INTERNAL THINGS THE COMPANY DOES 


TO UNDERSTAND ITS PRODUCT, WHICH IS EXACTLY WHAT DR. DAS WAS 


DOING. 


WHAT IS LEGALLY RI 


THERE'S NO DISCRETION 


UNIT 


"ED 


ER 


STATES COURT REPORTE 


-386 


RS 


HOQUIRED IS ONCE DR. DAS FINDS AN ERROR, 


UNDER THE CLIA REGS -- I DON'T HAVE IT IN 
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FRONT OF ME -- I THINK IT'S 493.1290 OR 80. I'M SORRY, 


YOUR HONOR, I DON'T HAVE THE CITE IN FRONT OF ME. 


MR. WADE: I'M SORRY, COUNSEL, I BELIE 


.1840(A) (6). IS THAT WHAT YOU'RE REFERRING TO? 


MR. LEACH: I STAND CORR 


ECTED. 


ONCE THE ERROR IS IDENTIFIED, THERE'S NO DISCRETION TO 


VOID THE TEST. YOU MUST DO THAT. 


THAT'S THE ACTION. 


AND THAT'S THE MEASURE 


AND SO DR. DAS WILL SAY, AND I THINK THERE IS SOME 


SEMANTICS IN IT FROM THE WITNESS'S 


SAY, AS THE CLIA DIRECTOR, I HAD A RESPONSIBILITY TO GET TO THE 


BOTTOM OF THIS PROBLEM. I FOUND ERRORS. 


ERROR, I HAD NO CHOICE. 


SO THERE'S NO 407 ISSUE. 


POINT OF VIEW, BUT HE'LL 


I NEEDED TO VOID THE TESTS. 


ONCE I FOUND THE 


AND EVEN IF THERE WERE, IT GOES TO MS. HOLMES'S OWNERSHIP 


AND CONTROL OF THIS COMPANY. 


OUTSIDE OF THE LIMITS OF 407. 


IT GOES, YOU KNOW, TO ISSUES 


691 


SO I THINK WE HAVE PROFFERED A SUFFICIENT FOUNDATION, OR I 


THINK YOU'LL HEAR 


THIS FROM DR. DAS WHEN HE SAYS, I HAD NO 


CHOICE BUT TO VOID THESE TESTS ONCE I FOUND THE ERROR. 


HONOR, THERE' 


S TWO REASONS WHY IT CONNECTS. 


SHE PUSHES BACK. 


FIRST OF ALL, 


SHE SAYS, DON'T 


CHARACTERIZE THIS AS A QUALITY SYSTEM -- OR DON'T CHARACT 


THIS AS AN ACCURACY ISSUE TO CMS, CHARACTERIZE THIS AS A 


UNITED STATES COURT REPORTERS 


E R -387 


VITH RESPECT TO TYING IT TO MS. HOLMES'S STATE OF MIND, 
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QUALITY SYSTEMS ISSUE. 


AND WHI 


THE EXTENT OF WHAT DR. DAS IS FINDING. 


CONNECTS TO HER STATE OF MIND. 


THI 


692 


EN SHE TALKS TO LISA PETERSON, SHE AGAIN MINIMIZES 


THAT'S ONE WAY THAT IT 


FE SECOND WAY IT CONNECTS IS THAT FOR ALL OF THE REASONS 


THAT WE 


TALKED ABOUT WITH THE CMS REPORT, THAT THE DEFENDANT 


HAS INdI 


ECTED EVI 


DENCE, AND THIS IS AT 7653 AND 1052 WHERE 


DOCUMENTS HAVE BEEN OFFERED TO SHOW MS. HOLMES'S STATE OF MIND 


IN 2016 GENERALLY ABOUT THE TECHNOLOGY. 


AND THE FACT THAT THERANOS IS REQUI 


IN THIS EXACT SAME TIME PE 


ED TO VOID THESE TESTS 


RIOD GOES TO HER OVERALL KNOWLEDGE 


AND STATE OF MIND, WHICH THE DEFENSE HAS PROFFERED AS RELEVANT. 


SO 407 IS A RED HERRING 


TO DO THIS. 


THAT. 


AND IT GOES DIRECTLY TO 


IN THIS CASE. 


THEY WERE REQUIRED 


DR. DAS WILL -- 


TO VOID THE TESTS. HE WILL SAY 


THE ACCURACY OF THE TESTS, AND IT 


GOES DIRECTLY TO MS. HOLMES'S STATE OF MIND. 


FOR THAT REASON IT SHOULD COME IN. 


THE OTH! 


THE 


ER COMM 


COURT: 


ENTS? 


WITH R 
THAT'S AN ISSUE. 
KNOW, IT'S NOT PREPAR 


DON'T THINK THERE'S A CONFRONTATION ISSUE. 


MR. 


LEACH: 


OKAY. DID YOU WANT TO SPEAK TO ANY OF 


I DID, YOUR HONOR. 


ESPECT TO THE CONFRONTATION ISSUE, I DON'T THINK 


THE CMS REPORT IS NOT TESTIMONIAL, AND, YOU 


ED IN A LAW ENFORC! 


UNITED STATES COURT R 


E R-388 


EPORTE 


EMENT CONTEXT, SO I 


RS 
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OF MIN 


693 


HE ENTIRETY OF THE DOCUMENT IS ADMISSIBLE FOR HER STATE 


D FOR A NONHEARSAY PURPOSE. 


AND THEN I THINK IT'S P 


ERFECTLY APPROPRIATE TO SHOW THE 


DOCUMENT TO DR. DAS -—- HE'S INTIMATELY FAMILIAR WITH THIS, THIS 


WAS A CORE PART OF HIS JOB -- AND TO ASK HIM, DID YOU LOOK AT 


THIS? 


WHAT DID YOU DO? DID YOU COME TO THE SAME CONCLUSION 


THAT IS LISTED HERE? 


HE'S NO MORE OF AN EXPERT IN THAT CONTEXT THAN 


SARAH BENNETT OR GARY YAMAMOTO ARE WHEN THEY ARE WRITING DOWN 


THE WORDS. 


SO THE FACT THAT CMS LOOKED AT THESE DOCUMENTS IN THE 


FIRST INSTANCE AND REPORTED 


THE PERCENTAGE CV OR THE NUMBER OF 


STANDARD DEVIATIONS THAT ARE AWAY, THAT'S THE SAME THING THAT 


DR. DAS IS LOOKING AND HI 


CONSISTENT OR INCONSISTENT WITH DOCUM 


AT. 


SO I THINK THAT'S AN APPROPRIAT! 


E'S PERFECTLY COMP 


ETENT TO SAY WAS THAT 


ENTS THAT YOU WERE LOOKING 


E USE OF THE 2567. 


AUTHENTICATE IT, HE GOT IT, AND IT'S BEING OFFERED HERE 


NONHEAI 


RSAY PURPOSE. 


Cc 


OR GARY YAMAMOTO OR ANOTHE 


HAVE TO FOR THE PURPOSES THAT WE'RE US 


ERTAINLY WE COULD AUTHENTICATE IT THROUGH SARAH BENNETT 


R CMS WITNESS, BUT I DON'T THINK WE 


ING IT WITH FOR DR. DAS. 


WITH RESPECT TO THE MULTIPLE LAYERS OF HEARSAY, I THINK 


THIS ISSUE WAS RAISED AND RE 


STAGE. 


JECTED AT 


THE MOTION IN LIMINE 


BUT I ALSO SUBMIT THAT THE PORTIONS WE'LL BE REFERRING 


UNITED STAT 


E R-389 


ES COURT R 


EPORTE 


RS 
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REPORT, ARE LARGELY THE 


REPORTING WHAT IS IN DOC 


THE COURT HAS HEARD EVID 


AND THE TECHNICAL SUPERV 


LAB ARE. THESE ARE NOT 


RE ON PAGES 45 THROUGH 58 OF THE 


VITNESS JUST -- OR THE 


UMENTS, NOT R 


694 


CMS SURVEYOR 


ELAYING CONVERSATIONS. 


BUT I WOULD ALSO ADD, THROUGH THE COURSE OF THIS TRIAL, 


ENCE ABOUT WHO THE GENERAL SUPERVISOR 


ISOR AND THE OTHER PEOPLE WITHIN THE 


LOWER LEVEL PI 


ERSONNEL, YOU KNOW, IN 


SOME FACTORY MILES AWAY 


THESE ARE PEOPLE WH 


UNDER MS. HOLMES'S AND M 


THE INSPECTION IN ADVANC 


SO I DON'T THINK THAT T 


THE 


HAVE 


-- EXHIBIT 4 IS -- 


BEING COMPETENT AND CAPAI 


COURT: IN 


FROM MS. 


O REPORTE 


HOLMES . 


D DIRECTLY TO THE LAB DIRECTOR 


R. BALWANI'S SUPERVISION. 


SHE KNEW OF 


E, AND SHE HELD THESE PEOPLE OUT AS 


BLE TO TALK TO THE ISSUES IN THE LAB. 


HERE'S A LAYERED HEARSAY ISSUE. 


IT SEEMS LIKE 


EXHIBIT 4 OF YOUR 1133, 


I THINK YOU 


IT'S A SLIDE PRESENTATION 


THAT MAY HAVE BEEN USED FOR THAT INITIAL MEETING WITH CMS. 


IS THAT WHAT THAT I 


MR. LEACH: 


ENDANT WITH ONE OF TH 


THE 


COURT: 


THE COMPANY, THE LAB PEO 


YES. 


S? 


AND THAT 


E LAI 


WAS INTRODUCED BY THE 


B WITNESSES. 


AND AT THAT INITIAL MEETING WITH CMS AT 


PRESENT AND WERE THERE AS REPRESENTATIVES OF THE 


PLE THAT YOU JUST MENTIONED WERE 


COMPANY? 


MR. LEACH: 


THE COURT: 


INTERRUPT YOU. 


ALL RIGHT. 


UNITED 


ER 


THANK YOU. 


MANY OF THEM, YES. 


I'M SORRY TO 


STATES COURT R 
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WITH RESPECT TO DR. DAS AND THE 701 AND 


702 ISSUE, AGAIN, I THINK THIS WAS -- NOTHING HAS CHANGED SINCE 


THE COURT'S ORDER IN 989. 


DR. DAS IS TALKING ABOUT WHAT HE 


HIS JOB, AN 


THE DEFENDANT. HE'S PROVIDING TI 


WHAT THE COURT HAS 


HE HAPPENS TO 


NOT ASKING HIM TO R 


COURSE OF HIS DUTIES. 


HAVE AN M.D., 


REVIEW SOM 


SAW, 


HEARD, AND DID IN 


D THE CONCLUSIONS THAT HE COMMUNICATED DIRECTLY TO 


ETHING THAT IS OUTSIDE OF THE 


HE'S TALKING ABOUT WHAT HE 


ESTIMONY DIRECTLY IN LINE WITH 


HEARD FROM DR. ROSENDORET’. 


BUT HE'S -- YOU KNOW, WE'RE 


SAW, HEARD, 


AND DID IN HIS JOB AND COMMUNICATED TO MS. HOLMES, AND THAT'S 


CLASSIC PERCIPIENT WITNESS TESTIMONY. 


UNLESS THE 


THE LAST POINT, WHAT HE 


THE 


MR. WADE: 


COURT: 


NO. 


COURT HAS FURTHER QUESTIONS, 


I THINK THAT'S -- 


THANK YOU. 


THANK YOU. 


YOUR HONOR, IF I COULD MAYBE START WITH 


SAW, 


HEARD, AND COMMUNICATED TO 


MS. HOLMES, I JUST WANT TO MAKE SURE THAT HIS CONCLUSION THAT 


HE 100 PERCENT AGREED WITH WHAT WAS IN THE 


THRESHOLD S'TANDAR 


OFFER IT AND IT S 


D THAT THE 


GOVERNMENT JUST SAID | 


THAT'S TH 


TO THAT EFFECT, T 


ANALYSIS OR CONCL 


SO ON THE EX 


PART THAT CONCERNS ME. 


PILLS OUT IN FRONT OF THIS JURY, 


I HAVEN'T SEEN ANY EVIDENCE 


CMS RI RT MEETS THE 


EFORE EY 


BECA 


HAT IT MAY BE A LITTLE BIT OF 


UNITED STAT 


ER-391 


USIONS AFTER, YOU KNOW, THE 


PERT ISSUE, THAT'S WHAT CONCERNS 


ES COURT R 


EPORTE 


i TROS PECTIVE 


COURSE EALING. 


US THE MOST. 


RS 
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RESPECT TO THE CMS REPORT, THE GOVERNMENT HAS SAID 


THAT THIS 


RELIABLE. 


IS EVIDENCE OF WHETHER THE 


THEY'VE MADE 


TESTS WERE ACCURATE AND 


THAT REPRESENTATION TO THE COURT IN 


NUMEROUS WRITTEN SUBMISSIONS TO THIS COURT. 


THEY ALSO SAID THAT WE 


HAVE THE A 


BILITY TO CONFRONT THAT 


EVIDENCE BY CROSS-EXAMINING THE AUTHORS OF THE REPORT. 


NOW THI 


BEY 'RE 


SAYING -- NOW THEY'RE KIND OF PIVOTING AND 


SAYING IT'S SOMEHOW RELEVANT TO THE STATE OF MIND OF OUR 


CLIENT, WHICH IS A RATIONALE THAT I DON'T FULLY UNDERSTAND, BUT 


IT CERTAINLY -- 


THE 


MR. 


COURT: 


WADE: 


IT COULD CONC! 


IT COULD BE BOTH. 


EIVABLY 


BUT THERE'S 


BE BOTH, 


CERTAIN LIMITATIONS ON THE USE OF THE DOCUMENT AND A FOUNDATION 


THAT IS RI 


EQUIRED IF THEY'RE 


OFFERING IT JUST FOR THE 


MIND OF THE Cl 


AND T 


TO THE 


TENT. 


CASE, AND THOSE ARE MR. 


STATE OF 


HEN THAT WILL GO INTO WHETHER IT'S ACTUALLY RELEVANT 


LOOBY'S ISSUES WITH RESPECT TO 


PARTICULAR ITEMS. 


BUT THE 


CONFUSION 


REMAINS. 


THAT 


IS NECESSARY 


ABILITY TO CONFRONT THAT 


AS AR 


19UI 


THE ENTIRE LITIGATION RECOR 


EVIDENCE AND TO AVOID THI 


iT OF THAT DOCUMENT 


D REMAINS. 


THE NEED TO CONFRONT THE MULTIPL 


HE GOVERNMENT 


EF LAYERS OF HEARSAY 


REMAINS, AND T 


THE 


RE 


COURT, 


EDY TO THAT IS CROSS-EXAMINATION. 


HAS CONSISTENTLY SAID TO THIS 


LET IT IN, 


PLEASE LET IT IN, THE REMEDY IS CROSS-EXAMINATION. 


UNITED STAT 
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THE COURT AGREED TO LET IT IN, AND NOW THEY WANT TO SHIFT 


THE TABLE A LITTLE 


THAT EVIDENCE. 


BIT AND PREVENT US FROM FAIRLY CONFRONTING 


THE COURT: BUT IF A WITNESS, AS I ASKED YOU 


MR. YAMAMOTO OR MS. 


EARLIER, IF ONE OF THE WITNESSES THAT YOU IDENTIFIED, 


BENNETT OR ANOTHER PERSON TESTIFIES, THEN 


YOU'LL HAVE THE OPPORTUNITY TO CROSS-EXAMINE. 


MR. WADE: 


THE COU 


MR. WADE: 


EXACTLY. 


OKAY. 


WE, WE -- AND I HAVE EARD THE 


GOVERNMENT REPRESENT THAT YET. 


BUT THE -- THOSE CONCERNS WOULD ADDRESS THAT. 


WE STILL THINK 


, AS A MATTER OF FAIRNESS, THAT SHOULD COME 


FIRST, FOR THE DOCUMENT TO COME IN SO THE JURY UNDERSTANDS IT. 


THE COURT: SURE. JI UNDERSTAND THE LOGIC OF THAT. 


I THINK I CAN SEE THAT. SURE, OKAY. 


MR. WADE: 


THE -- WITH RESPECT TO THE VOIDING ISSUE 


YOUR HONOR, THE REGULATION THAT THE GOVERNMENT POINTED TO, 


WHICH IS 42 CFR 493 


WHICH I BELIEVE THE 


.1840, WHICH IS WITHIN TRIAL EXHIBIT 7603, 


COURT HAS ABOUT SEVEN COPIES UP THERE IN 


ITS BINDER, THAT REGULATION DOES NOT ACTUALLY ADDRESS THE -- 


I'M SORRY. IT MIGHT BE -- I'M REFERRING TO A DIFFERENT 


REGULATION. I APOLOGIZE. I'LL CORRECT THE CITE IN A SECOND. 


THAT RELATES TO THE 


NEXT POINT THAT I WANTED TO RAISE. 


THE REGULATION 


THAT THE GOVERNMENT HAS POINTED TO, WHICH 
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CAME OUT, I BELIEVE, FOR T 


698 


HE FIRST TIME IN AN INTERVIEW WITH 


DR. DAS LAST NIGHT, 


IS A REGULATION THAT RELATES TO IF YOU FIND 


OBLIGATION TO CORR 


AN ERROR IN A LAB REPORT, YOU HAVE AN 


THAT ERROR. 


THAT'S NOT WHAT HAPPENE 


D HERE FOR THE MOST PART. 


THEY CORRECTED ISSUES IN AN ABUNDANCE OF CAUTION BECAUSE 


OF CONCERNS THAT THEY IDENTI 


FIED AS A 


RESULT OF THIS. THAT 


PROVISION DOESN'T RELATE TO VOIDING OF TEST RESULTS, IT RELATES 


TO THE CORRECTION OF A KNOWN ERROR THAT IS IDENTIFIED. 


HERE, IN AN ABUN 


DANCE OF CAUTION, BECAUSE OF CONCERNS THAT 


THEY IDENTIFIED AND TO MAKE CLEAR THAT THE PATIENT SHOULD NOT 


RELY UPON THESE RESULTS, THEY SATD, WE'RE GOING TO VOID THE 


RESULTS AND GIVE NOTICE TO DOCTORS AN 


THAT'S NOT THE Li 


EGAL RE 


QUIREMENT 


THE COURT: 


DR. DAS? 


MR. WADE: 


THE COURT: 


IS THIS FODDER 


WELL, IT'S A -- 


D PATIENTS OF THAT. 


, AND -- 


FOR CROSS-EXAMINAT] 


CAN'T YOU ASK HIM, YOU DID THE WRONG 


THING? YOU DIDN'T HAVE TO DO THAT? 


CROSS-EXAMINATION? 


MR. WADE: 


IS THAT YOUR 


I THINK IT'S A THRESHOLD ISSUE AS TO 


WHETHER THE EXAMINATION COMES IN AT ALL, THAT'S THE POINT. 


SUBSEQUENT REMEDIAL MEASURE. 


BECAUSE UNDER 407 IT SHOULDN'T COME IN IF IT IS A 


AND IF THE -- DR. DAS CAME IN AND MADE VERY CLEAR THAT IN 


UNITED STAT 


E R-394 


ES COURT R 
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THE 
DISCUSSION |] 
TAKEN. 


DECI 


RESPONSE WE WANT TO BE CONSERVATIVE. 


699 


THERE WAS A LOT OF 


BACK AND FO! 


RE ARE DIFFERENT OPTIONS ON THE 


APPROACH. 


SUPPORTED BY MY CLIENT, 


DED TO TAKE WHAT D 


RTH ABOUT THE APPROACH THAT SHOUI 


TABLE, AND THI 


R. DAS DESCRIBED AS A CONSERVATIVE 


AND CONTRARY TO THE SUGGESTION OF THE GOVERNMENT, THAT 


AND SO 


A MATTER OF 


RELATES TO ONE OTHER ISSUE, 


TOUCH! 


WITH APOLOGIES FOR TH 


LAST NIGHT. 


THERE'S SOME INDICATION THAT THE 


ED UPON, WHICH, AGAIN, 


THAT'S HOW WE, 


DISCRETION. 


THAT'S 


IT WAS A 


BUT IT WASN'T REQU 


TIRED. 


REMEDIAL 


HOW WE END UP IN 407. 


IT 


MEASURE. 


CONFUSION ON THE 


REGULATION, IT 


WHICH IS SOMETHING THAT MR. LEACH 


BELIEVE CAME 


OUT IN INTERVIEWS 


SUGGEST THAT AN OWNER OR OPERATO. 


VIOLATION OF CLIA OR A CLIA REGULAT 


THE PROV] 


GOVE 


RNMENT WANTS TO 


R WHO AIDE 


ION CAN 


[SION THAT I MENTIONED BY MISTAKE 


WHICH IS 493.1840 (A) (6). 


ABI 


THAT IS NOT THE 


ETTING TH! 


PROVISION. 


EF VIOLATION IS NOT TH! 


THE IMPOSITION OF PENALTIES IN T 


WAS NO FINDING THAT MS. HOLMES ATDED AND ABETTED AS AN OWNER IN 


THIS, AND I, I 


THERE WAS A REVOCATION OF THE LICENSE 


THE PROVI 


D AND ABETTED IN THE 


BE LIABLE. THAT'S 


JUST A SECOND AGO, 


SION FOR AIDING AND 


EF PROVISION THAT WAS INVOKED IN 


HIS CASE. 


-- THAT WOULD BE 


IN THIS CASE. 


ERE 


AN EXTREMELY PREJUDICIAL 


STATEMENT TO INJECT IN THIS CASE, AND I BELIEVE AN ERRONEOUS 
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ONE BASED UPON CMS. IT JUST CAME UP FOR THE FIRST TIME LAST 


NIGHT SO I WANTED -- 


THE COURT: THIS RELATES TO THE 


DOESN'T IT? 


MR. WADE: IT MAY, YES, YOUR HONOR. 


THE COURT: AND THAT'S THE -- THAT IS THE DOCUMENT 


THAT IS THE PENALTY DOCUMENT, IT'S THE JULY 7, 2016, IMPOSITION 


OF SANCTIONS? 


MR. WADE: CORRECT. 


THE COURT: AND I THINK WE'RE GOING TO HAVE A 


SEPARATE CONVERSATION ABOUT THAT. 


AND YOUR ARGUMENT ON THAT, I THINK, IS 403? THAT'S WHAT 


ME PREVIOUSLY, I THINK. 


MR. WADE: YEAH, CERTAINLY WITH RESPECT TO SOME OF 


| ULTIMATE CONCLUSIONS WITHIN THAT, WITHIN THAT DOCUMENT, 


THE COURT: SURE. SURE. 


MR. WADE: AND IT RELATES TO IT, BUT IT'S SLIGHTLY 


DIFFERENT. 


EVEN THERE THE PROPOSED REVOCATION, WHICH ULTIMATELY WAS 


NOT OF MY CLIENT'S ABILITY TO OPERATE A CLIA LAB, WAS NOT BASED 


UPON THE PROVISION OF AIDING AND ABETTING A CLIA VIOLATION. 


THERE'S NO EVIDENCE OF THAT IN THE RECORD. 


THE GOVERNMENT APPEARS TO HAVE FOUND THAT REGULATION AND 


PUT IT IN FRONT OF A COUPLE OF WITNESSES RECENTLY, AND I FEAR 
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701 


THAT THEY'RE GOING TO TRY TO OBTAIN TESTIMONY IN CONNECTION 


WITH THAT WHEN THAT 


OBVIOUSLY IT WOULD BE 


VAS NOT -- THAT IS NOT IN THIS RECORD, AND 


VOULD 


CLEARLY BE AN EXPERT OPINION IF, 


EXTREMELY PREJUDICIAL, AND IT 


IF -- GIVEN T 


IAT DOCTOR -- 


THIS WAS NOWHERE IN DR. DAS'S SPHERE OF INFLUENCE. 


SO I WANTED TO RAISE -- THAT'S AN IMPORTANT ISSUE FOR THE 


ENSE 


AND A NEW ISSUE, 


AND 


THE COURT: 


MR. LEACH: 


BECAUSE 


I THINK THE 


OKAY. 


I WANTED TO RAISE THAT AS WELL. 


IF I COULD RESPOND BRIEFLY, YOUR HONOR, 


THINK ON THAT SECON 


F TWO VERY DIFE 


“RENT ISSUES, AND I 


UE I MIGHT BE ABLE TO CLEAR UP SOME OF 


THE DEFENSE'S CONC. 


VITH 


THIS. HE 


VAS THE LAB DIRECTOR AT THE 


VOLUNTARY MEASURES WHERE A C 


BEING CONSERVATIVE DECIDES TO DO SOMETHI 


HERE 


TIME. 


RESPECT TO THE VOIDING, DR. DAS IS THE AUTHORITY ON 


AND 407 APPLIES TO 


OMPANY ON 


ITS OWN IN A MATTER OF 


NG. 


DR. DAS CONCLUDED THAT THERE WERE ERRORS IN THE TESTS. 


CONCLUDED THAT, AN 


REQUIRED HIM TO CORRECT THOS 


THE FACT THAT 


Y INSTEAD OF X AND INSTEAD WHOLI 


NOR THERE. 


HE WILL NOT SAY THIS WAS OUT OF AN Al 


HE WILL 


I NOW HAVE TH 


UNDER SERIOUS THREAT OF REGULATORY PRESSURE 


E RIGHT Cl 


FROM CMS, 


ONCE HE 


ITE, 


493.1291, 


E REPORTS AND NOTIFY THE 


PATIENTS. 


I CAN'T CORRECT THE REPORT TO SAY A VALUE IS 


ESALE VOIDS IT IS NEITHER HERE 


SAY I -- MY RESPONSIBILITIES AS T 


UNITED STAT 
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ES COURT R 
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CAUSED ME TO INVESTIGATE THESE, 


REQUIRED TO 


CAUTION. 


407 APPLIES TO MEASUR' 


VOID THEM. 


I FOUND THESE ERRORS, 


I WAS 


E'S NOT GOING TO SAY THIS WAS OUT OF AN ABUNDANCE OF 


BERNAL ANALYSIS. I 


ES, NOT THE 


THINK I'VE TOUCHED ON THAT POINT. 


SO IR 


TIES TO HER STATE OF MIND. 


WITH 


7603, A HUNDRI 


RES 


EALLY THINK THERE'S NO 407 ISSUE AND THIS REALLY 


PECT TO THE SECOND ISSUE, WE HAVE IN EVIDENCE 


D PAGES OF CLIA REGULATIONS, AND THE DEFENSE HAS 


USED THESE CLIA REGULATIONS WITH THE LAB DIRECTOR TO SUGGEST 


THAT THE 


THIS IS YOUR RESPONSIBILITY AND NOBO 


COULD EVER HAPPEN TO THE OWN 


ALL WE 


BUCK STOPS WITH THE LAB DIR! 


ECTOR AND NOBODY ELSE. 


DY ELSE'S, NOTHING BAD 


'VE 


DONE WITH THE 


JITNESSES, 


INCLUDING 


R OR OPERATOR OF A LAB. 


DR. DAS'S 


INTERVIEWS AND MS. BENNETT IN INTERVIEWS, 


SAME 


IS GO THROUGH THE 


EXHIBIT THAT IS ALR 


FADY IN 


EVIDENCE AND NOTE 


THAT THERE 


ARE PROVISIONS WHERE OWNERS AND OPERATORS CAN FACE 


CONSEQUENCES, AND NOTHING MORE. 


THE SUGGESTION THAT TH 


OR POTENTIAL RES 


FE, ONLY PI 


AND IT'S ESSENTIALLY TO RE 


ERSON WITH RESPONSIBII 


ITY HERE 


PONSIBILITY, IS THE LAB DIRECTOR. 


, HAV] 


EF NEVER ASK! 


AID AND 


OUR INTENTION TO ASK THAT. 


ED THESE WITNESSES, DID ELIZABETH HOLME 


ABET A VIOLATION OF THE CLIA REGULATIONS? 


IT IS NOT 


BUT THE GOVERNMENT DOES WANT TO REBUT THE FALSE SUGGESTION 


UNITED STATES COURT R 


E R-398 


EPORTE 


RS 
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THAT OWNERS AND OPERATORS OF LABORATORIES HAVE, YOU KNOW, 


NOTHING TO FEAR FROM A CLIA INSPECTION OR HAVE NO POSSIBLE 


EXPOSURE AT THE END OF THE DAY BECAUSE I THINK THE DEFENSE HAS 


CREATED A PICTURE THAT IT'S THE LAB DIRECTOR AND NOBODY ELSE, 


AND UNDER THE EVIDENCE THAT THEY HAVE SUBMITTED THAT'S JUST NOT 


THE CASE. 


THE COURT: THERE HAS BEEN TESTIMONY. 


DR. ROSENDORFF WAS ON THE STAND FOR A LENGTHY PERIOD OF TIME. 


AND I THINK THE CROSS-EXAMINATION AT LEAST FOCUSSE 


SIGNIFICANT DEAL ON, AS MR. LEACH JUST SAID, YOU WE 


RESPONSIBLE, YOU WERE ULTIMATELY RESPONSIBLE. 


YOU WENT THROUGH THE REGULATIONS WITH HIM, MR. WADE, AND 


OTHERS, I THINK MAYBE DHAWAN AS WELL, PARDON ME, DR. DHAWAN. 


SO IT SEEMS LIKE IT'S RELEVANT FOR SOME ISSUE AS TO THAT, JUST 


AS A, NOT NECESSARILY REBUTTAL, BUT JUST TO PRESENT ANOTHER 


POSSIBILITY TO THE JURY. 


MR. WADE: JUST SO WE'RE CLEAR, I DON'T ACTUALLY 


THINK -- I DON'T THINK THAT WE WERE MISREPRESENTING ANYTHING. 


ULTIMATELY -- 
THE COURT: NO, NO, I DIDN'T SAY THAT. 
MR. WADE: NO, I KNOW THE COURT WASN'T, BUT COUNSEL 


WAS. SO I JUST WANT TO MAKE SURE THAT THE RECORD IS CLEAR AND 


WHY THIS SPECIFIC PROVISION OF AIDING AND ABETTING A VIOLATION, 


WHICH IS THE SPECIFIC SUB PROVISION THAT THE GOVERNMENT POINTED 


THE WITNESS TO, IS NOT APPROPRIATE HERE. 
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THE 


COURT: 


REGULATION PART OF THE EVID 


THAT 


CAN'T HE 


IS ADMITTED IN THE 


CASE? 


MR. 


MR. 


THE 


LEACH: YES. 


WADE: IT IS PART OF 


COURT: RIGHT. WELL, 


7603. 


IS THAT PART OF THE -- IS THIS 


IF IT IS IN EVIDENCE, 


IT SEEMS LIKE IT'S FAIR GAME NOW IF IT'S IN EVIDENCE. 


TO IT, 


AGAIN, WITH ALL OF THIS 


CMS STUFF AND WHAT DOES 


CAN BE 


THEY' 


MR. 


BUT CREATING THE 


WADE: 


IMPRESSION IN 


THE 


MR. 


CONVICT! 


COURT: RIGHT. 


WADE: AND THE 


ED AS A RESULT OF THIS. 


RE POINTING TO HAS NOTHING TO DO WIT 


WAS NO FINDING, ET CETERA. 


WERE 


THE 


CONCERNS ABOUT WHETHER SOMEONE 


CALL ATTENTION TO IT NOW AND SAY WHAT DID THIS SAY? 


FRONT OF THIS JURY, 


CONFUSION AROUND WHAT IS ALL OF THIS 


IT MEAN AND IT'S A CIVIL VIOLATION. 


PROVISION THAT 


H THIS CASE. T 


HERE 


ALL OF THE PROVISIONS THAT I HAVE POINTED WITNESSES TO 


THE 


GUIDING REGULATIONS THAT THEY ADMITTED, 


EACH AN 


D EV 


704 


ENCE THAT YOU -- THAT WAS SUBMITTED 


WELL, YOUR HONOR, HE CAN CALL ATTENTION 


ERY 


ONE OF THEM AR 


EF} WHAT F 


THE LABORATORY 


PENALTIES TO AN OWNER OF THE LAB. 


THERE 


5 


PE 


I'VE NEVER SUGGESTED THAT THERE'S NO POSSI] 


Is. 


THEY CAN HAVE 


THEIR STATUS. 


UNITED STATES COURT R 


E R-400 


EPORTE 


IF YOU OWN MORE 


RCENT, THEY CAN HAVE THE STATUS REVOKED. 


RS 


[BILITY OF 


THAN 


ED THEIR OBLIGATIONS FOR ACTING WITHIN 


VE'VE NEVER SUGGESTED THAT. 
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:08AM 1 THAT DOES NOT MEAN THAT THEY HAVE AN AFFIRMATIVE 


:08AM 2 


OBLIGATION TO STEP IN AND OVERRULE A LAB DIRECTOR. 


09: 
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0 9AM 


0 9AM 


0 9AM 


0 9AM 


0 9AM 


0 9AM 


0 9AM 


0 9AM 


0 9AM 


0 9AM 


0 9AM 


0 9AM 


IN FACT, THE GOVERNMENT HAS ARGU. 


ED THE OPPOSITE. 


IF THE 


OWNER WERE TO STEP IN, AND ISN'T QUALIFIED, AND OVERRULES THE 


LAB DIRECTOR, THAT WOULD BE A DIFFERENT KIND OF PROBLEM. 


SO TO CREATE THE IMPRESSION THAT THERE IS SOME VIOLATION 


FOR AIDING AND ABETTING HERE WHEN THE! 


THAT AT ALL IN THIS RECORD IS INCREDIBLY PREJUDICIAL. 


THE COURT: WELL, 


THAT THERE MIGHT BE SOME BALANCE 


H 


ERE. THE Cl 


RE IS NO SUGGESTION OF 


I UNDERSTAND THAT, BUT I DO THINK 


ROSS-EXAMINATION, 


THE VIGOROUS CROSS-EXAMINATION THAT YOU ENGAGED IN WITH THE TWO 


PRIOR LAB DIRECTORS WERE VERY FOCUSSED ON INDICATING YOU, YOU, 


YOU, YOU, YOU'RE RESPONSIBLE, YOU'RE RESPONSIBLE, ULTIMATELY 


YOU'RE RESPONSIBLE. 


YOU HAD -- DR. ROSENDORFF SAI 


CROSS-EXAMINATION AND AS DID DR. 


TO COME IN AS YOU SUGGEST AS MR. 


am 


D THAT SEVEI 


RAL TIM 


HAWAN . 


EACH WON'T ] 


SAY, WELL, SHE'S POTENTIALLY LIABL 


oral 


WHATEVER UNDER THAT, I CAPTURI 


BUT IT SEEMS LIKE THERE SHOULD 


THAT. 


EF AS A COCONSPI 


BE SOME BALANCING A! 


ES IN YOUR 


MAYBE IT DOESN'T HAVE 


BE. PERMITTED TO 


RATOR, OR 


BOUT 


THAT ONE POINTING OUT THAT YOU ULTIMATELY WERE RESPONSIBLE. 


WELL, THE CODE ALLOWS FOR RI 


SOMEBODY ELSE, BUT THAT'S NOT AN ISSUE IN THE 


ESPONSIBILITY 


OF THE OWN! 


CASE. BUT 


TO SOFTEN THE BLOW, I SUPPOS! 


LIKE THERE'S A BALANCE THAT CAN BE REACHED IN 


OF WHAT YOU'VE 


ER, OR 


JUST 


EEMS 


UNITED STATES COURT REPORTERS 


ER -401 


SAID, IT SI 


THAT. 
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09:09AM 1 MR. WADE: WE'LL SEE WHAT THE GOVERNMENT SUGGESTS. 


09:09AM 2 TO THE EXTENT THAT THEY TRY TO CREATE SOME IMPLICATION 


09:09AM 3 THAT IT IS A FALSE ONE, THAT OUR CLIENT AIDED AND ABETTED A 


09:10AM 4 CLIA VIOLATION, THAT WOULD BE EXTRAORDINARILY PREJUDICIAL. 


09:10AM 5 THE COURT: RIGHT. WELL, I DON'T THINK MR. LEACH IS 
09:10AM 6 GOING TO DO THAT. I DON'T THINK HE'S GOING TO SAY THAT SHE'S 


09:10AM 7 ALSO AIDING AND ABETTING. 


09:10AM 8 THAT'S NOT PART OF THE CASE, IS IT, MR. LEACH? 


09:10AM 9 MR. LEACH: IT IS NOT, YOUR HONOR, BUT THE 


09:10am = 10 POSSIBILITY OF THE SANCTIONS FOR AN OWNER AND OPERATOR OF THI 


09:10am) = 11 LAB DIRECTOR ARE IN EVIDENCE HERE AND IT NEGATES, ON SOME 


09:10am = 12 LEVEL, THAT THE BUCK STOPS WITH THE LAB DIRECTOR. 


09:10am = 13 BUT I WILL NOT IN ANY WAY SUGGEST THAT MS. HOLMES AIDED 


09:10am 14 AND ABETTED A VIOLATION. 


09:10aM =15 THE COURT: RIGHT. 


09:10am = 16 MR. WADE: YOUR HONOR, IF I MIGHT PASS UP THE 


09:10am = 17 GOVERNMENT'S SUBMISSION WITH RESPECT TO DR. DAS ON THIS VOIDING 


09:10am «618 ISSUE DID NOT INCLUDE AN MOI FROM LAST FRIDAY. IF I MIGHT PASS 


09:10am 19 THAT UP. 


09:10am =. 20 THE COURT: SURE. 


09:10am = 21 MR. WADE: (HANDING. ) 


09:10am = 22 JUST SO THAT THE COURT HAS IT, BECAUSE THERE HAVE BEE 


09:10am = 23 REPRESENTATIONS IN THE PLEADINGS AND BY COUNSEL. IF THE 


09:11am «624 TURNS TO PAGE 3 OF THIS, AND THE SECOND PARAGRAPH ON PAGI 


09:11am) =25 NOTES, "THE DECISION TO VOID CERTAIN TESTS WAS MADE SOME TIME 
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IN MARCH 2016. DAS INITIALLY SAID THAT HIS DECISION TO VOID 


INCORRECT NOT TO DO SO. BAS! 


NECESSARY TO VOID THE TEST." 


AGAIN, THIS DOESN'T GO TO -- THIS GO 


ED ON HIS 


THE TEST WAS VOLUNTARY, BUT CLARIFIED THAT 


REVI 


IT WOULD HAVE BEEN 


EW OF DATA, IT WAS 


ES TO A MATTER OF 


DISCRETION. THERE'S SOME AMBIGUITY THERE, AND THIS 


DEMONSTRATES IT, AND THIS IS 


WITNESS OUTSIDE THE JURY JUST TO CLARIFY BECAUSE I DON'T THINK 


WHY WE SUGGESTE 


D VOIR DIRING THE 


IT'S QUITE AS CLEAR AS THE GOVERNMENT IS SUGGESTING WITH 


RESPECT. 


THE COURT: AND YOU THINK VOIR DIRE ON THIS 


PARTICULAR ISSUE AS TO WHETHER OR NOT THIS WITNESS FELT IT WAS 


VOLUNTARY OR HE HAD AN OBLIGATION, IS THAT WHAT YOU WANT TO 


CLEAR UP? 


MR. WADE: YEAH. 


WAS THERE A LEGAL OBLIGATION OR 


WAS IT A VOLUNTARY DISCRETIONARY ACT THAT HE TOOK TO BE 


CONSERVATIVE IN AN ABUNDANCE OF CAUTION? 


THE COURT: WOULD THAT BE A FOUNDATIONAL QUESTION 


THAT MR. LEACH COULD ASK HIM BI 


BEFORE THE T! 


MR. WADE: PPOSE. 


THE COURT: MR. LEACH? 


MR. LEACH: THAT'S AN APPROPRIATI 


THINK WE'RE REQUIRED TO DO THAT, BUT WE'RE HA 


AND I WOULD POINT THE COURT TO THE 


PARAGRAPH FROM THE MOI -- 


HE APPROACH. 


UNITED STAT! 


E R-403 


ENTIRI 


ESTIMONY? 


PPY TO DO THAT. 


ETY OF THE 


ES COURT R 


EPORTE 


RS 
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THE COURT: 


INVOKING 106, MR. WADE. 


MR. WADE: 


THE COURT: 


MR. LEACH: 


DR. DAS WAS SAYING H 


RULE OF COMPLETENESS. 


YES. 


I THINK A FAIR UNDERSTANDING OF WHAT 


ERE IS THAT WHEN I'M -- AS THE LAB 


AT ISSUES I COULD GO 


DIRECTOR, I'M COMPELLE 


D TO LOOK AT ISSUES, AND WHEN I' 


EITHER WAY. BUT 


ONCE 


I FIND THE ERROR, I 


MUST VOID. THAT'S THE TENOR OF WHAT THE COURT WILL HEAR. 


THE COURT: 


RESOLVE THIS IS A VOIR DIRE OF THE WITN 


OKAY. 


I APPRECIATE ONE AVENUE TO 


ESS, BUT IT SEEMS LIKE 


IT'S A FOUNDATIONAL QUESTION ALSO THAT AT LEAST YOU PUT 


MR. LEACH ON NOTICE AND YOU PUT ME ON NOTICE ABOUT, AND THAT 


MIGHT BE THE MOST EFFICIENT WAY TO GO. 


MR. WADE: 


I THINK WE STILL HAVE, YOUR HONOR, THE 


PARTICULAR ASPECTS OF THE 


THE COURT: 


SCRATCHING HIS FEET BACK THER 


CMS REPORT. 


RIGHT. JI KNOW 


MR. WADE: 


MR. LOOBY HAS BEEN 


EF AND HE WANTS TO GET UP HERE. 


AND THE REDACTIONS OF THOSE LATER 


EXHIBITS. 


THE COURT: 


YES. 


HAVE ABOUT THESE REDACTIONS. 


MR. LOOBY: 


SO YOUR HONOR W 


MR. LOOBY, GOOD MORNING. 


GOOD MORNING. 


ILL Ri 


WELL, THAT'S THE QU 


ESTION THAT I 


THANK YOU, YOUR HONOR. 


ECALL THAT THE COURT'S ORDER AT 


DOCKET 989 ON THE DEFENSE'S PRETRIAL MOTIONS ORDERED THE 


UNI 


TED STATES COURT R 
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GOVERNMENT TO PROVIDE BOTH THE DEFENSE AND THE COURT WITH 


ADVANCE NOTICE OF THE 


INTENDED TO OFFER. 


THE COURT: 


MR. 


LOOBY: YES. 


PORTIONS OF THE CMS R 


IT DID THAT IN 1133. 


AND I SUPPOSE WE GOT OUR NOTICE 


EPORT THAT 


IT 


LAST THURSDAY AT THE END OF COURT THAT THE ANSWER IS ALL OF IT, 


TWO MONTHS LATER, AND THAT WAS KIND OF THE 


THE NOTICE. 


AND THEN -- SO WHERE DOES THAT LEAVE US? 


WE HAD PROPOSED R 


THEM, I T 


HINK, REMAIN 


THEM I 


SR 


PARTICULARS, AND THEN THE SECOND CATEGORY -- AN 


ELATED TO THE TESTS NOT IN THE INDICT 


EDACTIONS ON MULTIPLE GRO 


SUM AND SUBSTANCE 


UNDS, AND TWO OF 


PARTICULARLY IMPORTANT TODAY, AND ONE OF 


ENT AND BILL OF 


REDACTION CAT! 


AND THAT PROPOS! 


ED REDACTIONS AR 


E AT 898-6, 


D THAT'S 


EGORY A IN OUR PROPOSED REDACTIONS. 


AND THI 


PROPOSED REDACTIONS FOR DOUBLE HEARSAY WHICH IS CATEGORY B AT 


THAT SAME 


SO THE GOVERNMENT, 


LIMINE ORD! 


DOCKET ENTRY. 


RELIABILITY FOR EVID! 


ER, HAS TO OFFER A PURPOSE 


UNDER THE COURT'S PRETRIAL MOTION IN 


OTHER THAN 


ENCE PERTAINING | 


EXCLUSIVELY 


ISSUE IN THE INDICTMENT AND BILL OF 


SEVERAI 


, OF THE CMS RI 


THAT CATEGORY. 


TO 


AND TRANSCRIPTS, AND I HAVE NOT 


DATE 


I MINED THE 


PARTICULARS 


ACCURACY AND 


TO TESTS NOT AT 


EPORT CITATIONS FALL DIRECTLY INTO 


EADINGS AND 


EAN, 


UNITED S° 


TATES COURT REPORTE 


ER-405 


RS 


THE ARGUMENTS 


D A NONACCURACY AND 
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RELIABILITY RELATED ISSUE UNTIL TODAY WHEN I HEARD THAT IT'S 


RELEVANT TO STATE 


PREVIOUSLY IT WAS 


OF MIND WHICH KIND OF IS NEW BECAUSE 


TO BE ADMITTED FOR THE 


ACCURACY AND RELIABILITY. 


BUT MY QUESTION WOULD BE 


STATE OF MIN 


TRUTH AND RI 


D AS TO WHAT. 


ELATED TO 


IFA 


CITATION IN A CMS REPORT RELATES TO SAY A PROFICIENCY TESTING 


ISSUE ON AN ASSAY 


INVOLVED IN THE CASE, 


ON AN FDA APPROVED DEVICE 


THAT IN JANUARY 2016 W 


HOW THAT BEARS ON 


TO ME THIS IS -- THERE'S P 


THAT ARE 


TRRELEVANT UNDER THE 


HER STATE OF 


MIND AS IS Ri 


UL] 


THAT IS NOT 


VHETHER OR NOT MS. HOLMES BECAME AWARE OF 


LED PORTIONS OF T 


ELEVANT TO THE 


COURT'S ORDER, AND WE NE 


HEN THE REPORT WAS ISSUED, I DON'T SEE 


CASE. 


HIS REPORT 


ED TO 


SQUARE THE ORDER ON THE BILL OF PARTICULARS AND THE ORDER 


ADMITTING THE CMS 


IN AUGUST WERE MEANT TO DO. WE 


REPORT. 


THAT'S WHAT OUR PROPOSED RE 


OVER WHICH PORTIONS THE GOVERNMENT INTENDED TO OFFER. 


SOUNDS LIKE TODAY 


THE 


THEY HAVE A FE 


FIRST THAT WE'RE HEARING ABO 


THE 


EARLIER YOU'RE 


COURT: THESE ARE 


UT THAT. 


THE 


PAGES MR. 


Li IDENTIFIE 


DACTIONS 


HOPED IT WOULD START A DIALOGUE 


IT 


Y PAGES PICKED OUT, AND THIS IS 


REFERRING TO? 


IS THAT 


MR. 


LOO! 


RIGHT, MR. LOOBY? 


BY: YEAH. AND IH 


HAD A CHANCE TO REVIEW THOSE IN PARTICULAR. 


THE 


MR. 


COURT: 


LOOBY: 


RIGHT. 


UNITED STATES COURT REPORTERS 


E R-406 


BARD 45 TO 58. 
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HAV] 


BUT, OF COURSE, THE CMS REPORT IS 


O94 


09: 


09: 


0974 


09: 


O91 


09: 


09:1 


09:1 


09: 


O94 


09: 


O94 


09: 


09: 


09:1 


09: 


09:1 


09: 


09: 


O94 


09: 


09:1 


09: 


09:1 


6AM 


6AM 


6AM 


6AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


7AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 117 of 210 


Case 5:18-cr-00258-EJD Document 1285 Filed 01/18/22 Page 41 of 203 . 


711 


128 PAGES LONG. 


THE COURT: WELL, HE'S DONE YOU A FAVOR. HI 


REALLY CUT IT DOWN SIGNIFICANTLY. 


MR. LOOBY: YES. I MEAN, I WILL BE INTERESTED TO 


SEE WHAT THOSE ARE, AND, YOU KNOW, WHETHER OR NOT -- BUT ALSO, 


MR. LEACH SAID THAT THEY BELIEVED THAT THE ENTIRE REPORT SHOULD 


COME INTO EVIDENCE. AND WE, OF COURSE, OBJECT TO THAT FOR THE 


REASONS THAT WE'VE PREVIOUSLY STATED. 


THE COURT: SURE. SO LET ME SAY -- IT'S A QUARTER 


AFTER, AND WE'VE ASKED OUR JURY TO COME IN AT 9:30. AND LET ME 


JUST SAY, I'M GOING TO BE VERY MINDFUL OF TIMING BECAUSE I'D 


LIKE TO KEEP US ALL ON TRACK HERE, AND WE'RE DOING A GOOD JO! 


OF THAT. 


I DO -- I HOPE WE CAN START AT 9:30, AND I THINK I SHOULD 


E YOU TIME TO REVIEW 45 THROUGH 58 TO SEE. 


IT'S UNLIKELY THAT WE'LL GET TO THAT THIS MORNING, 


LEACH? IS THAT FAIR? 


MR. LEACH: I'M NOT SURE HOW MUCH MR. WADE HAS WITH 


DR. SAWYER. 


THE COURT: I THINK HE TOLD US ABOUT AN HOUR. 


MR. LEACH: JI THINK AT SOME POINT AFTER OUR FIRST 


BREAK IT WILL EMERGE. 


THE COURT: RIGHT. SO WE MAY HAVE TO -- I DO WANT 


TO GIVE YOU AN OPPORTUNITY TO REVIEW WHAT MR. LEACH HAS 


SUGGESTED, AND MAYBE THAT WILL CULL SOME OF YOUR CONCERNS. 
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GOVERNMENT'S INTENTION STII 


MR. LOOBY: 


WELL, 


REPORT. 


OF THE REPORT AND ONLY PUBLISH CERTAIN 


SO I 


WHAT I HEAR 


YOUR HONOR, I BELIEVE IT'S THE 


LL TO ADMIT THE ENTIRETY OF THI 


THINK REGA 


RDLESS OF WHAT THESE 


PORTIONS WITH DR. DAS. 


AND I 


PORTIONS ARE, 


FOR SURE DO WANT TO REVIEW THEM, AND I APPRECIATE THE 


OPPORTUNITY FROM THE COURT TO DO THAT. 


LTH 


INK REGARDLESS OF THAT, 


I THINK THE 


ISSUE OF THE 


ADMISSIBILITY OF THE REPORT WHOLESALE IS STILL GOING TO BE AN 


ISSUE AND SO WE CAN TAKE THAT UP, YOU KNOW, WHENEVER THE COURT 


BELIEVES IT'S MOST EFFICIENT. 


AND 


THAT I WAS 


THEY RELATE 


THEN THERE ARE OTHER -- THERE 


QUICKLY. 


RELATED T 


FROM YEST! 


TO GOVERNMENT 1] 


HOPING TO ADDRESS WITH THE COU 


ARE 


THE COURT: 


SURE. 


EXHIBITS -- AND SO I'LL PREVIEW THE 


MR. LOOBY: 


O CMS. 


THEY RELATE 


RT THIS MORNING, AN 


TWO OTHER ISSUES 


TO GOVERNMENT EXHIBITS THAT 


ONE 


OF THI 


ERDAY AT 1134. 


EM IS 5274, AND THAT 


IS A SEPTEM 


THESE ARE IDENTIFIED IN MS. HOLMES'S NOTICE 


ER 26TH DRAFT 


712 


D IS THAT THEY WANTED TO ADMIT THE ENTIRETY 


CMS DOCUMENT ATTACHED IN AN EMATL FROM A THERANOS LAB DIRECTOR, 


LISA HELF’ 


SO WE 


AND 


END, TO DR. 


DAS. 


THEN THE OTHER BUCK! 


ET OF | 


HAVE OBJECTIONS TO THAT COMING INTO EVIDENCE. 


EXHIBITS, AND THEY CAN BE 


ADDRESSED TOGETHER, ARE ALSO FLAGGED IN OUR NOTICE FROM 


UNI 


TED STATES COURT REPORTE 


E R-408 
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YESTERDAY, AND THOSE ARE GOVERNMENT 


713 


EXHIBITS 3144, 4943, 5257, 


5260, 5471. 


AND THESE COLLEC 


TIVELY ARE THE 


DOWNSTREAM CORRESPONDENCE 


BETWEEN THERANOS AND 


E DOCUMENTS HAVE 


CMS RESPONDING TO THE JANUARY 2016 REE 


SEVERAL ISSUES 


THAT ARE 


KIND OF -- TH 


1 IN COMMON WITH 


THE CMS REPORT BECAUSE THE CMS REPORT 


DDRESSES SO MANY TEST 


TO TESTS NOT AT ISSUE, 


S NOT AT ISSUE AND LAB PRACTICES RELATING 


IT'S OUR POSITION THAT THE CMS REPORT 


SHOULD BE REDACTED FOR THOSE REASONS, BUT ALSO THOSE REDACTIONS 


SHOULD CARRY THROUGH TO THE PORTIONS OF THOSE LETTERS THAT 


SPECIFICALLY ADDRESS THOSE SAME DEFICIENCIES. 


SO EACH OF THE LETTERS KIND OF MARCHI 


ES THROUGH EACH 


DEFICIENCY AND SAYS, YOU KNOW, THIS IS WHAT CMS SAID, THIS IS 


THERANOS'S RESPONSE, 


THIS IS CMS'S R 


ESPONSE. 


SO IT IS LIKE 


SERIATIM BACK AND FORTH, AND SO THEY JUST KIND OF ADD ON TO 


EACH OTHER. 


AND THEN THEY ALSO POSE SOME 


RELEVANCE AND 403 ISSUES THAT 


I THINK ARE UNIQUE TO THESE LATER LETTERS 


WITH THE 


CONVERSATIONS, ALTHOUGH THEY ARE RI 


CONVERSATION ABOUT THE 


THAT AREN'T SHARED 


CMS REPORT AND AREN'T COVERED BY 


OUR PRIOR 


ELATED TO OUR PRIOR 


JULY 7TH LETTER THAT YOUR HONOR 


MENTIONED AT 3217 WITH MR. LEACH AND MR. WADE, WHICH IS 


ACTUALLY AN EXHIBIT THAT THE GOVERNMENT HAS NOT NOTICED AN 


INTENT TO INTRODUCE THROUGH DR. DAS. 


THE COURT: 


3217? 
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MR. LOOBY: 


YEAH. 


714 


BUT A LOT OF THE SAME ISSUES THAT 


WE DISCUSSED WITH THAT ARE SHARI 


ED WITH THIS OTHER 


CORRESPONDENCE WHICH IS, YOU KNOW, THIS ISN'T EVIDENCE OF CMS'S 


FINDINGS NECESSARILY, IT'S AN ONGOING DIALOGUE ABOUT THE 


ADEQUACY OF THERANOS'S RESPONSES. 


IT HAVEN'T HEARD A RELEVANCE THEORY T 


IN. 


BUT IT DOES POSE UNIQUE 403 CONCERNS BECAUSE OF SOME OF 


I DON'T KNOW PR 


ECISELY WHY THAT 


THE LANGUAGE THAT WE REVIEWED TOGET 


IS RELEVANT. 


RESPONSES GOES TO WORDS LIKE CREDIBLE 


LINGO OF THE REGULATIONS, BUT HERE 


, YOU KNOW, WHICH IS THI 


CASE 


POSES SOME UNIQUE ISSUES. 


HAT WOULD SWEEP THOSE 


HER IN REJECTING THERANOS'S 


IN THE CONTEXT OF A CRIMINAL 


AND THEN THERE ARE ALSO 702 ISSUES KIND OF WRAPPED UP IN 


SOME OF THESE REPORTS. 


AND IN PARTICULAR EXHI 


COMPILATION OF PATIENT IMPACT ASS] 


ESSMENTS THAT ARE COMPILED 


BIT 4943 ARE A 


BY 


THERANOS WITH DR. DAS'S INVOLVEMENT, AND THEY MARCH THROUGH ON 


AN ASSAY-BY-ASSAY BASIS, YO 


THAT WE SPOTTED, AND THEY GET PRETTY TECHNICAL 


U KNOW, HERE ARE SOME OF THE 


ISSUES 


PRETTY QUICK, 


YOU KNOW, GOING THROUGH TRENDS IN OC DATA ON SPECIFIC DATES, 


CALCULATIONS BAS 


ABOUT WHAT THAT 


DR. DAS HAS NOT BEEN NOTIC 


THROUGH THOSE. 


RELATES TO TESTS THAT ARI 


THEY HAVE THAT SAME FLAW AS, YOU KNOW, PORTIONS OF THE 


DATA 


ED OFF OF THAT, 


MEANS . 


ED AS AN |] 


EXTRAPOLATIONS AND OPINIONS 


EXP] 


SEVERAL OF THOSE PATIENT IMPACT ASSESSMENTS 


E NOT AT ISSUE 


IN THE 


INDICTMENT SO 


UNITED STATES COURT R 


ER -410 


EPORTE 


CMS 


RS 


ERT TO WALK THE JURY 
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ARE PRETTY TECHNICAL AND PREJU 


OF A LOT OF CIVIL 
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UES, AND I KNOW 


DICIAL IN THEIR OWN, 


YOUR HONOR 


DOCUMENTS 


THE 


EVEN BEYOND THE PARTICULARS, WHICH 


IS EVIDENCE 


KIND OF REGULATORY VIOLATIONS THAT ARE BEING 


KIND OF PUSHED INTO THE CASE PERHAPS WITHOUT AN ADEQUATE 


NARRATION OF WHAT IT ALL MEANS TO BE PUT IN FRONT OF THE JURY. 


AND WE 


HAVE 


FROM THEM. 


THE 


COURT: WELL, 


SERIOUS CONCI 


THANK YOU. 


ERNS ABOUT THE UNFAIR PREJUDICE 


YOUR COLLEAGUE SUGGESTS A PROPOSED JURY INSTRUCTION THAT 


BE 


READ CONTEMPORAN 


COME 


HOUS WITH ANY OF THE CIVIL R 


EGULATIONS THAT 


IN, OR CERTAINLY HE'S GOING TO ASK. 


I'™S 


GOING TO ASK FOR A SIMILAR FINAL INSTRUCTION THAT TALKS ABOUT 


THE JURY NOT BEING ABLE TO USE ANY CIVI 


[lL VIOLATIONS OR 


REGULATIONS AT ALL IN THETR DELIBERATION AS TO WHETHER OR NOT 


YOUR CLIENT HAS VIOLATED ANY Cl 


PROBABLY WOUL 


BE APPROPRIATE TO INCLUDE 


RIMINAL STATUTE 


SOME 


AND I THINK IT 


’ 


TYPE OF 


INSTRUCTION IN THE FINAL INSTRUCTIONS TO THAT, TO THAT EXTENT 


JUST FOR PROPHYLACTIC MEASURES. 


MR. LEACH, DID YOU WANT TO COMMENT? 


MR. 


LEACH: 


I HAVEN'T HA 


D A CHANCE 


TO FULSOMELY 


REVIEW THE DEFENSE'S PROPOSED INSTRUCTION, BUT I CAN SAY NOW I 


UNITED STATES COURT REPORTE 


ER-411 


RS 
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URE YOUR TEAM IS 
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DON'T THINK IT SHOULD BE GIVEN IN THE MOMENT, AND THE COURT 


SHOULD HEAR FULSOME BRIEFING FROM THE PARTIES ABOUT THE 


PROPRIETARY OF THAT AT THE END OF THE DAY. 


WITH RESPECT TO THE CMS REPORT, I DON'T MEAN TO ADD TO 


MR. LOOBY'S BURDI 


EXHIBIT PAGES, 


REPORT, WHICH IS PAGE 7 THRO 


WITH DR. DAS. 


BUT THOSE ARE THE ONLY PAGI 


EN, BUT I OVERLOOKED ONE ADDITIONAL PAGE OF THE 


UGH 8, AND THESE ARE THE TRIAL 


ES I INTEND TO DISPLAY 


I THINK THE DEFENSE WANTS -- YOU KNOW, THE DEFENSE 


PROFFERED DOCUMENTS FROM THE MARCH TIME PI 


REVIEWS ABOUT T 


WORKS, WE CAN T! 


AND 10512. 


AND IT CAN 


ERIOD WITH GLOWING 


HE TECHNOLOGY AT A 


EST SMALL SAMPLES RI 


HIGH LEVEL, THE NANOTAINER 


ELIABLY. 


'T BE A RESPONSE THAT YOU CAN SHOW TH 


DEFENDANT'S STATE OF MIND WI 


TH THESE 


THESE ARE AT 7653 


PITHY GLOWING REVIEWS BUT 


NOT THE GRANULAR DETAIL OF WHAT SHE'S GETTING FROM THE CLIA 


LAB. 


IT GOES TO HOW SERIOUSLY SHE TOOK T 


HESE ISSUES, IT GOES TO 


HER CONTROL OF THE LAB, IT GOES TO WHETHER SHE LEAPT INTO 


ACTION. AND, YI 


ES, SEVERAL OF THEM ARE TECHNICAL AND OF A 


VARIETY THAT REQUIRES SOME EXPLANATION FROM THE WITNESS, BUT 


THEY WANT TO PRI 


ESENT IT AT A HIGH Li 


EVEL AND AVOID ANY 


GRANULARITY ON THE ARGUMENT THAT THE GRANULARITY SOMEHOW 


PREJUDICES THEM. 


SO THE WHOLE THING IS RELEVANT TO HER SPEED. IF DOCUMENTS 


UNITED STAT 


ER-412 


ES COURT R 


EPORTE 


RS 


OO: 


09: 


09: 
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GOING TO HER IN MARCH OF 2016 ARE RELEVANT TO HER STATE OF 


MIND, THIS 


WITH RESPECT TO -- I 


DOCUMENT I 


S RELEVANT TO HER STATE OF MIND. 


DO 


IN THE BILL OF PARTICULARS. 


POSSIBILITY OF REFRESHING O. 


EXHIBITS. 


AND FORTH BETWI 


EEN CMS 


AREN'T EXPERT OPINIONS. 


THE EB 


CLEARLY RI 


SO I DON'T INTEND TO PUT 


AND T 


WE'VE NOTICED, YOU KNO' 


R IF THE DI 


EFENSE GOES TH 


7 


INTEND TO STICK TO ASSAYS THAT ARI 


, FOR THE 


ERANOS, 


BUT I WOUL 


D SAY THI 


‘LEVANT. 


IN ALL OF THE LETTERS BACK 


SE 


THESE ARE STATEMENTS BY THERANOS 


UTHORIZED BY MS. HOLMES TO TRY TO EXPLAIN WHAT HAPPENED. 


E 9, WHICH IS A PATIENT IMPACT ASS] 


EDISON DEVICE. 


PARTICULARS. 


THE 


DEVICE. 


THE EDISON DEVICE IS IN THE BILL OF 


TO EXPLAIN WHETH 


ER THE DI 


COURT HAS HEARD LOTS OF TI! 


AND THIS IS A STATEMENT T 


EVICE WAS OR WAS NOT 


IT WAS SUPPOSE 


DOING. 


IT'S AN ADMISSION 


D TO AND WHAT 


ESTIMONY ABOUT THE 


HAT GOES TO CMS IN 


HE ONE I DO INTEND TO INTRODUCE, YOUR HONOR, IS 493, 


ESSMENT RELATING TO THE 


EDISON 


VORKING 


THE QUALITY SYSTEMS WERE 


BY 


AN EXPERT OPINION. 


TO OTHI 


MS. 


HOLM 


AN ATTEMPT 


IN THI 


OR WEREN'T 


GOVERNMENT'S PROOF WITH DR. DAS. 


COURT TO WAIT AND SEE 


BECAUSE 


NONE OF -- THERE'S NO ISSUI 


ES AND THERANOS. 


ES WITH RESPECT 


I DON'T THINK AT THE 


DAY THE GOVERNMENT IS GOING TO NEED THEM. 


UNITED STAT 


ER -413 


ES COURT R 


EPORTE 


RS 


R ASSAYS, AND THIS IS VERY MUCH A PART OF THE 


BUT I THINK THE OTHER LENGTHY BACK AND FORTH, I URGE THE 


END OF THE 


717 


ERE, CERTAIN 


VAY 


IT'S NOT 
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REPORT BEING RELEVANT TO STATE OF MIND. 


ESENTATIONS AND 


AND JUST ONE POINT ON THE ISSUE OF THE 


AND 


STATEMENTS AND FACTS ABOUT THE TECHNOLOGY WITH THE FINDINGS OF 


THE CMS REPORT, WHICH RELATE 


THE WHOLE GAMUT 


TECHNOLOGY THAT WASN'T MANUFACTURED |] 


AND SO THERE ISN'T A ONE-TO-ONE CONNECTION BETWEEN KIND OF 


OF THE LAB 


VHICH, OF COURSE, INCLUDED 


BY THERANOS. 


TO LAB PRACTICES, AND WHICH COVER 


THE ISSUES IN THE CASE THAT ARE ACTUALLY IN THE CASE AND THE 


ENTIRETY OF THE 


CMS REPORT. 


IT DOES SOUND LIKE THE GOVERNMENT, IN PREPARING ITS 


WITNESSES, HAS I 


OCATI 


ED THE SPECIFIC D TAGS IN TH 


THAT IT WOULD LIKE TO HIGHLIG 


PARTICULAR PATIENT IMPACT ASSESSM 


INTO EVIDENCE 


OF THEM. 


AND I THINK IT PAYS TO BE PRECISI 


ENTIRETY OF THESE REPORTS AN 


BEFORE THEY'RE 


HT, AND IT HAS LOCATED THE 


ENT, B 


E CMS REPORT 


STACKS OF PAPERS WHE 


E THI 


mop 
ESE 


ARE 


DELIBERATIONS. 


SO, YOU KNOW, 


OBJECTION TO PORTIONS OF THE RI 


THAT ARE -- WE 


I WOULD, I WOU! 


PUT INTO EVIDENCE AND GO BACK WITH THE 


.D -- 


PO] 


OUR PROPOSED RI 


iDACTIONS AT 898-6. 


ARE APPROPRIATE. 


UNITED STATES COU 


ER-414 


WE STILL MAINTAIN THAT THOS! 


EF AND TO LOOK AT TH 


VE MAINTAIN OUR 


RT REPORTE 


RS 


JUST A FEW PAG 


UT IT'S PROPOSED TO PUT 


D WHAT THEY SAY AND DON'T SAY 


JURY FOR 


718 


RT OTHER THAN THOSE, YOU KNOW, 


MAINTAIN OUR OBJECTIONS OF CATEGORIES A AND B IN 


OO: 
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AND JUST ONE WORD ON THE DOUBLE HEARSAY ISSUE, WHICH I 


UNDERSTAND IT, 


INTERVIEWE 


EN SOLVED. 


IS ESSENTIALLY 


THE GOVI 


BECAUSE THES 


ERNMENT'S ARGUMENT, AS I 


E LAB STAFF WERE 


I MEAN, 


THAT WAS GIVEN AT THE START OF T 


THINK IT'S MORE FAIR TO CHARACTERIZE TH 


MS. 


THAT MS. 


HAS NOT BI 


PARTICULAR LAB STAFF THAT MS. 


ACTIVITIES. 


THI 


RELATIONSHIP 


BE TWE 


THE 


IN ALL THERANOS EMPLOYEES AS MS. HOLMES'S AGENTS. 


HERE RE 


CORPORATE HIERARCHY, THAT'S THE SENSE 


JUST KIND OF TRYING TO LO 


COURT HAD Rkul 


D ARE WHAT THEY CALL HIGH LEVEL LAB STAFF. 


IF YOU GO TO THE 


PRESENTATION THAT WAS IN EVIDENCE 


HE CMS INSPECTION, I MEAN, I 


HN TESTIMONY FROM THESE 


RE HASN'T BEEN A FOUN 


EN MS. HOLM! 


ECTED THE 


PART 


HOLMES HAD DAY-TO-DAY SUPERVISION OF THE LAB. 


EM AS MID LEVEL. 


HOLMES -- THERE HAS NOT BEEN TESTIMONY OR EVIDENCE 


THERE 


ICULAR WITNESSES, THESE 


ES AND THESE 


HOLMES CONTROLLED THEIR 


DATION TO CONNECT AN AGENCY 


PARTICULAR WITNESSES. 


GOVERNM 


INT'S 


EFFORT TO, TO LUMP 


GET, BUT THAT'S NOT PARTICULAR ENOUGH 


SO I DON'T THINK THEY'VE CLEAI 


ER THE BAR 


IT SEEMS 


DOWN THE 


THE COURT: 


OF THE ARGUMENT THAT I 


TO FORM THE AGENCY LINK. 


RED THAT HURDLE YET. 


AND YOU'RE REFERENCING THE COURT'S 798, 


THE COURT'S ORDERS AND THE MILS WHICH WAS IN MAY, I THINK 


MAY 22ND OF THIS YEAR? 


MR. LOO! 


THE COU 


UNIT! 


BY: 


RT: 


CORR 


ECT, YEAH. 


AND NOW -- OF COURSE WE'VE HAD SOME 


ED STATES COURT R 
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TESTIMONY. WE'VE HAD TEN WEEKS OF TESTIMONY AND EVIDENCE. 


PART OF THAT TESTIMONY, IF I RECALL, HAS BEEN WITNESSES, 


DIFFERENT WITNESSES WHO TESTIFY ABOUT YOUR CLIENT'S CONTROL OF 


THE LAB, AND WHO IS ALLOWED AND WHO ISN'T, CERTAIN PERSONNEL 


THAT WERE PERMITTED TO GO IN THERE. 


AND MY SENSE FROM THE GOVERNMENT'S PLEADING IS THAT THERE 


IS A STRONG INFERENCE THAT ANYBODY WHO WAS THERE FOR THE CMS 


EVENT, WHICH WAS AN IMPORTANT EVENT IN THE LIFE OF THE COMPANY, 


WAS THERE WITH KNOWLEDGE AND CONSENT OF THE CEO OF THE COMPANY 


SUCH THAT THAT DECISION WAS MADE TO ALLOW THEM TO BE THERE FOR 


THAT IMPORTANT EVENT. 


AND I THINK WHAT MR. LEACH, I THINK WHAT I AM INFORMED 


FROM HIS PLEADINGS, SUGGESTS IT'S A FAIR INFERENCE, IF NOT 


CIRCUMSTANTIAL EVIDENCE, THAT THEY WERE THERE WITH HER 


IMPRIMATUR. 


MR. LOOBY: WELL, THE TECHNICAL SUPERVISOR, THE 


GENERAL SUPERVISOR, AND THE QA/QC MANAGER OF THE THERANOS CLIA 


LABORATORY, SO THEY WOULD BE OBLIGATED AND EXPECTED TO BE 


THERE TO ANSWER CMS -- THEY WORK IN THE LAB, AND THE CMS 


INSPECTION IS AN INSPECTION OF THE LAB. 


SO I THINK IT'S NOT THE CORRECT QUESTION TO ASK WAS -- 


WERE THEY THERE WITH MS. HOLMES'S PERMISSION? OF COURSE THEY 


ARE EMPLOYEES OF THERANOS. 


BUT THE QUESTION IS WHETHER OR NOT MS. HOLMES -- THE 


AGENTS OF MS. HOLMES AS THEY WERE ACTING ON THAT DAY? 


UNITED STATES COURT REPORTERS 
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AND I THINK THERE HASN'T BEEN TESTIMONY ABOUT MS. HOLMES 


AND A PRESENCE IN OR INVOLVEMENT IN THE LAB IN THE 2014, 


PERIOD. 


2015 


HADN'T MET MS. HOLMES. 


THE 


COURT: 


ON THAT? 


MR. LEACH: 


WHERE MS. 


EXAMINATION. 


THE DEFENSE -- OR AFTE 


I MEAN, THE LAB DI 


ECTOR AT THE 


TIME TESTIFIED THAT HE 


SO I THINK THERE'S A GAP THERE. 


OKAY. 


MR. LI 


THERE ARE TEXT MESSAGES, YOUR HONOR, 


HOLMES IS PRAYING DURING THE SEPTEMBER 2015 CMS 


R THE COURT DI 


ENIED A MOTION 


RACH, DO YOU WANT TO COMMENT 


IN LIMINE TO EXCLUDE A DOCUMENT THAT MR. BALWANI HANDED TO CMS 


DURING THE INSPECTION, 


THERE'S AMPLE 


DEFENSE INTRODUCED THAT DOC 


AFTER THE COURT DENIED THAT MOTION, 


EVIDENCE THAT MS. HO! 


INSPECTION, 


IN THE 


COMPANY. 


ECTING AND SENDING OUT AG 


UMENT THROUG 


MES WAS AWARI 


H DR. DHAWAN. 


ENTS FOR THE PURPOSE OF THE 


THE 


FE OF AND 
CMS 


WHICH WAS, AS THE COURT NOTES, AN IMPORTANT EVENT 


I DON'T SEE A DOUBLE HEARSAY PROBLEM HERE, AND I DON'T 


E ANYT 


ING MORE 


THE 


COURT: 


OF OVERCOMING A HEARSAY OBJECTION THIS -- THAT TESTI 


TO ADD THAN WHAT WE 


YOU SUGGI 


THOSE OBSERVATIONS ARE ADMISSIBLI 


HAVE IN OUR -- 


EST THAT AT LEAST FOR PURPOS! 


FE UNDER AN AGENCY THEORY? 


MR. LEACH: 


THE 


COURT: 


MR. LOOBY: 


YES, YOUR HONOR. 


OKAY. 


OKAY. 


ES 
Ei 


MONY OR 


YOUR HONOR, UNDER THE TEST FOR AGENCY OF 


UNITED STAT 
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THINK THERE IS A FOUNDATION THERE. I T 


DESCRIBED IS MS. HOLMES AWARENESS OF T 


EES'S ACTIONS, 


HINK WHAT MR. Li 
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I DON'T 


EACH JUST 


HER 


E CMS INSPECTION, 


HOPES THAT IT WOULD GO WELL, HER PRAYERS THAT IT WOULD GO WELL. 


I M 


EAN, THAT DOESN'T CONNECT TO WH 


ETHER OR NOT THESE 


PARTICULAR LAB EMPLOYEES RESPONDED TO MS. HOLMES, REPO. 


MS. HOLMES, 


INTERACTED WITH MS. HOLMES, THAT SHE AUTHO! 


SPECIFIC REPRESENTATIONS THAT THEY WOULD HAVE MADE DURING THE 


INSPECTION. 


THEY'RE 


INTERVIEWED AS EMPLOYEES 


TAKE 


THE 


COURT: 


MR. LOOBY: 


EMPLOYEES OF THE LA! 


OF THE LAB. 


OF THERANOS? 


THE 


COURT: 


EACH? 


MR. LEACH: 


THE COURT: 


EN MINUTES TO R 


THE PROBLEMS THAT WE'VE 


OKAY. 


B, AND ' 


THE 


E NOTHING FURTHI 


ER, YOUR HONOR. 
I'M INFORMED THAT IT'S GOING TO 


EBOOT OUR SYSTEM TO ALLEVIATE SOME OF 


HAD THIS MORNING, ELECTRICAL PROBLEMS. 


I'LL STEP DO 


I THINK WE'RE 


IN, AND WE! 


LL GET THAT STARTED. 


GOING TO 


THEN AGAIN AT ] 


FROM 12:30 TO 1: 


230. 


OO. 


BREAK AT ABOUT 


11:00 O'CLOCK AND 


AND I THINK I TOLD YOU 


I HAVE SOMETHING 


SO WE'LL TRY TO INCORPORATE ALL OF THAT IN 


TODAY. 


AND 


I THINK WE'RE 


MR. LOOBY: 


UNITED 


GOING UNTIL 4:00 TODAY. 


AND, YOUR HONOR, FOR EXHIBIT 5274, 


I'™ 


STATES COURT REPORTE 


RS 


ER-418 


O9:: 


09: 


09: 


09: 


09 


09: 


09: 


09: 
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09 


O9:: 
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NOT SURE 


BUT EILTHI 


IF THE GOVERNM 


ER AT A] 


DEVOTE A FEW MINUTES TO DISCUSSING THAT. 


THE COURT: 


BREAK OR AT A SIDE-! 


ENT INTENDS TO OFFER 


BAR WI 


OKAY. 


ANYTHING FURTHER? 


THANK YOU. 


OKAY. 


EVIDE 


THAT INTO ] 


E MAY WANT TO 


35AaM LEACH: THANK YOU, YOUR HONOR. NOT FROM THI 
35AM GOVERNMENT. 
35AM MR. WADE: THANK YOU, YOUR HONOR. 
:35AM THE CLERK: COURT IS IN RECESS. 
35AaM (RECESS FROM 9:35 A.M. UNTIL 11:11 A.M.) 
:llam «612 (JURY IN AT 11:11 A.M.) 
liam «613 THE COURT: ALL RIGHT. THANK YOU. WE ARE ON THE 
:liam «614 RECORD IN THE HOLMES MATTER. ALL COUNSEL ARE PRESENT. 
vam =o 15 MS. HOLMES IS PRESENT. 
:llam 616 OUR JURY IS PRESENT. 
:liam) =o 17 GOOD AFTERNOON, LADIES AND GENTLE 
liam «618 (LAUGHTER. ) 
:llam 619 THE COURT: I WANT TO TELL YOU, WE'VE HAD SOM 
iam =.20 TECHNICAL PROBLEMS, AND OUR VIDEO SYSTEM IS COMPROMISED. YOUR 
:llamM «21 SCREENS WILL NOT BE WORKING. THE SCREENS IN FRONT OF ALL OF US 
iam =. 22 ARE NOT WORKING. 
:llamM 23 WE HAVE, DURING THE BREAK, COUNSEL HAVE TRIED TO BE 
iam = 24 EFFICIENT AND GOOD AND TRY TO WORK OUT COMPROMISES. WHAT YOU 
2am = =25 SEE ON THE SCREEN IN FRONT OF YOU IS THE DEVICE THAT IS 
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Q. . AND TO YOUR KNOWLEDGE, DOES CMS CONDUCT ON-SIT! 


SURVEYS TO DETERMINE WHETHER ANY GIVEN LABORATORY IS MEETING 


THE CONDITIONS AND STANDARDS SET FORTH IN THE FEDERAL 


REGULATIONS? 


A. THAT IS MY UNDERSTANDING. 


Q. OKAY. AND HAVE YOU PARTICIPATED IN SURVEYS LIKE 


BEFORE? 


A. I HAVE NOT. 


Q. OKAY. PRIOR TO YOUR TIME AT THERANOS, HAV! 


PARTICIPATED IN A SURVEY SUCH AS THAT? 


A. NO. 


Q. OKAY. DO CLIA REGULATIONS PLACE CERTAIN RESPONSIBILITIES 


ON YOU WHEN SERVING AS A LABORATORY DIRECTOR? 


Ps YES, THAT'S CORRECT. 


Q. OKAY. DO THE CLIA REGULATIONS ALSO PROVIDE POSSIBLE 


CONSEQUENCES FOR THE OWNERS AND OPERATORS OF LABORATORIES? 


A. THAT IS MY UNDERSTANDING. 


Q. OKAY. DR. DAS, WE ARE HAVING SOME TECHNOLOGY ISSUES IN 


THE COURTROOM TODAY, AND SO FOR THE DISPLAY OF DOCUMENTS, WE'RE 


GOING TO BE DISPLAYING THEM UP ON THE WALL AND DIMMING THE 


LIGHTS, AND THAT'S WHY WE HAVE A LIGHT NEAR YOU. 


SO FOR CERTAIN DOCUMENTS, YOU SHOULD HAVE A COPY RIGHT IN 


FRONT OF YOU IN YOUR BINDER, AND FOR OTHER ONES THAT ARE IN 


EVIDENCE, WE MAY JUST BE DISPLAYING THEM. BUT AT ANY POINT IF 


UNITED STATES COURT REPORTERS 
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YOU NEED ASSISTANCE OR CAN'T SEE SOMETHING OR NEEDS GLASSES, 


JUST LET : KNOW. 


BUT I WANTED TO DRAW YOUR ATTENTION TO WHAT IS IN ] 


AS DOCUMENT 7603. 


ERMISSION TO DISPLAY, YOUR HONOR? 


THE COURT: YES. THAT'S NOT IN THE BINDER -- IT IS 


, BINDER? 


MR. LEACH: YES. 


THE WITNESS: IT IS HERE. 


BY MR. LEACH: 


Q. DR. DAS, IF I COULD PLEASE DRAW YOUR ATTENTION TO PAGE 118 


OF EXHIBIT 7603. 


AND, MS. HOLLIMAN, IF WE COULD PLEASE HIGHLIGHT THE TOP 


RTION OF THE RIGHT COLUMN UNDERNEATH THE BOLD HEADING, THE 


IRST TWO PARAGRAPHS BENEATH THAT HEADING. 


DR. DAS, I'M DRAWING YOUR ATTENTION TO PAGE 118 OF THE 


TRIAL EXHIBIT. 


DO YOU HAVE THAT IN FRONT OF YOU? 


I DO NOW. 


OKAY. ARE YOU ABLE TO SEE IT OKAY WITH THE LIGHT THERE? 


YES, I CAN SEE IT JUST FINE. 


OKAY. DO YOU SEE THE SECTION HEADING 493.1840, 


"SUSPENSION, LIMITATION, OR REVOCATION OF ANY TYPE OF CLIA 


CERTIFICATE"? 


DO YOU SEE THAT HEADING? 
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MR. 


WADE: 


PREVIOUSLY STATED. 


THE COURT: 


IN EVIDENCE. 


WE DISCUSSED THIS. 


YOUR HONOR, OBJECTION FOR THI 


IT CAN BE 


BY MR. LEACH: 


EXAMINED. 


Q. IS THIS ONE OF THE CLIA R 


LABORATORY DIRECTORS? 


A. YES, 


I BELIEVE SO. 


Q. IN PARAGRAPH A 


IT SAYS, 


"ADVERSE ACTION BASED ON ACTI 


OVERRULED. 


REASONS 


OF THE LABORATORY'S OWNER, OPERATOR, OR EMPLOYEES." 


DO YOU SI! 


I DO. 


Q. AND DO YOU SEE 


ACTION TO SUSPEND, LIMIT, 


LOYEES HAS 


EE THAT LANGUAGE? 


WHERE 


DS THAT A LABORATORY'S OWNE 


WwW 


DO YOU SEE THAT LANGUAGE? 


I DO. 


Q. AND THEN 


TT SAys, 


OR RI 


"CMS MAY IN] 


[TIATE ADVERSE 


R OR OPERATOR OR 


ONE OF ITS 


IS THERE A LIST OF CERTAIN CONDUCT THAT -- 


FOLLOWING PARAGRAPH A IN THAT SUBSECTION? 


LS % 


A. YES, THERE 


Q. OKAY . 


PORTION OF THIS COLUMN. 


AND IF WE CAN HIGHLIGHT PARAGRAPH 4 ALL OF THE WAY DOWN, 


UNITED STATES 


ER -422 


COURT REPORTE 


RS 


LET ME DRAW YOUR ATTENTION DOWN TO THE BOTTOM 


88 


THIS IS 


EGULATIONS, DR. DAS, THAT AFFECTS 


EVOKE ANY CLIA CERTIFICATE IF CMS 
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MS. HOLLIMAN. 


DO YOU SEE WHERE IT SAYS IN PARAGRAPH 6, "VIOLATED OR 


AIDED AND ABETTED IN THE VIOLATION OF ANY PROVISIONS OF CLIA 


AND ITS IMPLEMENTING REGULATIONS"? 


A. 


Q. 


I DO. 


AND IS THAT ONE OF THE CONDITIONS WHERE CMS MAY INITIATE 


ACTION TO SUSPEND, LIMIT, OR REVOKE ANY CLIA CERTIFICATE IF IT 


MAKES THAT FINDING? 


Q. 


SAYS, 


BY MR. LEACH: 


MR. WADE: SAME OBJECTION, YOUR HONOR. 


THE COURT: OVERRULED. 


THE WITNESS: YES, I BELIEVE SO. 


AND FURTHER DOWN BELOW IN PARAGRAPH 8, DO YOU SEE W. 


"WITHIN THE PRECEDING TWO-YEAR PERIOD, OWNED OR OP! 


A LABORATORY THAT HAD ITS CLIA CERTIFICATE REVOKED." 


A. 


Q. 


DO YOU SEE THAT? 


I DO SEE THAT. 


IS THAT ONE OF THE PROVISIONS RELATING TO OWNERS AND 


ERATORS OF LABORATORIES? 


YES, I BELIEVE SO. 


IF I COULD DRAW YOUR ATTENTION NOW TO PAGE 8 -- EXCUSE ME, 


7 OF THE EXHIBIT WHICH IS IN EVIDENCE. 


MS. HOLLIMAN, IF WE COULD PLEASE HIGHLIGHT THE COLUMN ON 


THE FAR RIGHT STARTING WITH THE ITALICIZED WORD "OPERATOR." 


DOWN A LITTLE MORE, PLEASE. A LITTLE MORE. THAT WILL DO. 


UNITED STATES COURT REPORTERS 


ER -423 


1326 


1:26 


1:26 


1:26 


1:26 


1:26 


1326 


1326 


1326 


1:26 


L326 


1:26 


1:26 


1:26 


1:26 


1326 


1:26 


1326 


Les 7 


13.27 


127 


L327 


L327 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 134 of 210 


Case 5:18-cr-00258-EJD_ Document 1285 Filed 01/18/22 Page 120 of 203 
DAS DIRECT BY MR. LEACH 57 


90 


DR. DAS, WE'RE ON PAGE 7 OF EXHIBIT 4603, THE CLIA 


REGULATIONS 


DO YOU 


I DO. 


AND DO 


YES, I 


AND DO! 


GROUP OF IN 


A LABORATORY AND WHO BEA 


SEE SOME DEFINITIONS LISTED OUT ON THIS PAGE? 


YOU SEE EFINITION FOR "OPERATOR"? 


DO. 


ES THIS READ, "OP! 


DIVIDUALS WHO OVE 


ERATOR MEANS THE INDIVIDUAL OR 


RSEE ALL FACETS OF THE OPERATION OF 


R PRIMARY RESPONSIBILITY FOR THE SAFETY 


AND RELIABILITY OF THE RESULTS OF ALL SPECIMEN TESTING 


PERFORMED IN THAT LABORATORY"? 


A. YES. 


Q. AND FURTHI DOWN BELOW, 


DID I READ THAT DEFINITION CORRECTLY? 


IS THERE EFINITION FOR THE 


"OWNER" OF A LABORATORY? 


A. YES. 


Q. AND WAS THIS PART OF THE 


YOU WERE SUBJECT TO IN YOUR 


ECTOR? 


OKAY. 


WE CAN 


LET ME 


COMPANY. 


YES, THAT'S CORRECT. 


LET ME FOCUS -- 


REGULATIONS THAT YOU UNDERSTOOD 


ROLE OF THE -- AS THE LABORATORY 


TAKE THAT DOWN, MS. HOLLIMAN. THANK YOU. 


FOCUS ON WHAT YOU DID UPON YOUR ARRIVAL AT THE 


IF WE CAN BREAK IT INTO THE TIME PERIOD WHEN YOU WERE 
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INITIALLY WORKING PART-TIME COMING UP FROM UCLA, DESCRIBE FOR 


US WHAT YOU DID TO ORIENT YOURS! 


A. I WAS COMING UP FOR ABOUT ONE DAY PER 


FULL TIME, AND MOST OF THAT TIME 


PHYSICAL SPACE, THE LABORATORY 


ELE WITH THE LABORATORY. 


WEEK UNTIL I JOINE 


VAS SPENT GETTING TO KNOW THE 


EMPLOY] 


, THE 


AS WELL AS DEALING WITH SOME PAPERWO: 


RES, THE CONSULTANTS, 


RK FROM CMS. 


Q. WHEN YOU STARTED IN THE -- AND THIS IS LEADING UP TO YOUR 


: PERIOD IN MARCH? 


THAT'S CORRECT. 


AND HOW REGULARLY WERE YOU COMING UP? 


ONCE PER WEEK. 


OKAY. 


ONE DAY PER WEEK. 


AS YOU WERE GETTING ORIENTED WITH THE 


LAB, DID YOU DEVELOP 


A FAMILIARITY WITH WHAT TYPE OF T! 


ESTS THERANOS WAS CURRENTLY 


PERFORMING AND HAD BEEN PERFORMING IN ITS LABORATORY? 


A. YES, JI DID. 


OQ. OKAY. AT THE TIME THAT YOU STARTED, WAS THERANOS 


PERFORMING ANY LAB DEVELOPED T! 


ESTS? 


A. NOT TO MY KNOWLEDGE. 


OKAY. AND ARE YOU FAMILIAR WITH THE ACRONYM LDT? 


YES, I AM. 


AND IS THAT FOR LABORATORY DEVELOPED TESTS? 


CORRECT . 


AND WHAT DOES THAT MEAN? 
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A. IT MEANS ANY TEST THAT IS EITHER DEVELOPED BY THE 


DIFIED 


LABORATORY OR AN FDA APPROVED METHOD THAT IS MO 


GENERALLY. 


Q. SO IF YOU TAKE AN FDA APPROVED METHOD AND MAKE SOME TYPE 


OPED TEST? 


OF TWEAK TO IT, THAT CONVERTS IT TO A LAB DEVEL 


A. IT'S ANALOGOUS TO A LAB DEVELOPED TEST, YE 


Q. AND AT THE TIME THAT YOU STARTED IN THE LAI! 


S. 


B, WAS THI 


PERFORMING ANY TESTS ON THERANOS MANUFACTURED ANALYZERS? 


A. NOT TO MY KNOWLEDGE. 


Q. TO YOUR KNOWLEDGE, WAS IT PERFORMING ANY T 


SOMETHING CALLED EDISON? 


A. NOT TO MY KNOWLEDGE. 


ESTS ON 


Q. WAS IT PERFORMING ANY TESTS ON SOMETHING CALLED THE 


INILAB? 


NOT TO MY KNOWLEDGE. 


HOW ABOUT SOMETHING CALLED THE TSPU? 


AGAIN, NOT TO MY KNOWLEDGE. 


AND TO YOUR KNOWLEDGE, WAS IT PERFORMING ANY TESTS ON 


FINGERSTICK SAMPLES ON NON-FDA APPROVED MACHINI 


A. NO, NOT TO MY KNOWLEDGE. 


S? 


I'D LIKE TO DISPLAY FOR YOU WHAT IS -- WITHDRAWN. 


WHEN YOU JOINED THE LAB IN SEPTEMBER OF 20 


15, IN TH 


INTERIM PERIOD, DID YOU DEVELOP A SENSE OF THE ANNUAL VOLUME OF 


TESTS THAT WERE PERFORMED IN THE CALIFORNIA LAB 


BEFORE YOU 


JOINED? 
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I BELIEVE THERE WAS AN ESTIMATE IN SOME OF THE FEDERAL 


ERWORK . 


AND WHAT WAS THAT 


ESTIMATE? 


I BELIEVE IT WAS SOMEWHERE BETWEEN 800- AND 900,000 TESTS. 


AND WAS THAT ON AN ANNUAL BASIS? 


I BELIEVE 


AND AS YOU ARE BI 


SO. 


ECOMING FAMILIAR WITH THERANOS AND THI 


LABORATORY AS THE LABORATORY DIRECTOR IN CALIFORNIA, DID YOU 


ALSO DEVELOP AN AWARENESS THAT THERANOS HAD A LAB IN ARIZONA? 


A. 


Q. 


ABOUT THAT LAI 


A. 


WAS A MODERATE 


Q. 


I WAS AWAI 


FE OF THAT. 


AND WHAT 


VAS YOUR UNDERSTANDING? 


B? 


WHAT DID YOU UNDERSTAND 


MY UNDERSTANDING WAS THAT THAT LABORATORY IN SCOTTSDALE 


COMPLEXITY LABORATORY. 


AND WHAT DOES THAT MEAN TO BE A MODI 


LABORATORY? 


A. 


ERATE COMPLEXITY 


IN THIS CONTEXT IT MEANS THAT THAT TYPE OF LABORATORY RUNS 


FDA APPROVED TESTING. 


Q. 


A. 


Q. 


SO WOULD THAT LAI 


I DON'T BELIEVE SO. 


BORATORY |! 


BE RUNNING AN E 


WOULD THAT LABORATORY BE RUNNING A FINGERSTICK TEST ON A 


MODIFIED FDA APPROVED MACHINE? 


A. 


Q. 


NO, I DON 


AND HOW DID THE MODERATE COMPLEXITY IN THE ARIZONA LAI 


'T BELIEVE SO. 


COMPARE TO THE CALIFORNIA LAB THAT YOU TOOK THE REINS OF IN THE 


UNITED STAT! 
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ES COURT R 
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RS 
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FORNIA LABORATORY WAS CONSIDERED HIGH 


COMPLEXITY AND COULD OFFER SUCH TESTING. 


Q. SUCH AS LDT'S 


A. SUCH AS 


2 


LDT'S, YES. 


Q. AND AS YOU'RE BECOMING THE LABORATORY DIRECTOR, DID YOU 


DEVELOP A SENSE OF THE RELATIVE VOLUME OF TESTING BETWEEN THE 


MODERATE COMPLEXITY LAB IN ARIZONA AN 


IN CALIFORNIA? 


A. I DID NOT HAVE A GOOD SI 


DONE IN BOTH LABS. 


AT SOME POINT 


DI 


I DID NOT. 


OKAY. DID YO 


YES, TO SOME 


U HAVE ANY INT! 


D THE 


HIGH COMPLEXITY LAB 


ENSE OF THE PROPORTION OF TESTING 


iVELOP THAT UNDERSTANDING? 


ERACTIONS WITH SUNNY BALWANT? 


EXT! 


ENT. 


OKAY. 


DESCRIBE THOSE 


A LOT OF INTERACTIONS? 


FOR US. 


A. QUITE MINIMUM NUMBER OF INTERACTIONS 


LEFT THE 


Q. SO SOMETIME 


COMPANY NOT TOO LONG AFT 


IN THE MARCH 2016 TIME PI 


ER I JOIN! 


A FEW INTERACTIONS? 


I BELIEVE SUNNY 


ED. 


= 


A. YEAH. 


LIMITED CHANCES TO INTERACT. 


Q. LET'S MOVE FORWAR 


2016. 


THE LAB? 


UNITED STATES COURT REPORTE 


THAT'S WHEN YOU B 


Py 


RIOD? 


I'M NOT CLEAR ON THE EXACT DATES, BUT WE HAD VERY 


EGAN WORKING ON A FULL-TIME 


D IN TIME TO THE TIME PERIOD OF MARCH OF 


BASIS IN 


RS 
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95 


EF UP TO THE BAY AR 


AND YOU LEFT YOUR RESPONSIBILITI 


AND YOU MENTIONE 


ES IN UCLA? 


D YOU MOVE UP TO CALIFORNIA TO WORK IN THE LAB 


HA TO WORK IN THE LAB? 


D EARLIER PART OF YOUR 


A. 


BEEN BEFORE I JOINED, AND A STATEMENT OF 


WHAT WERE YOU TALKING ABOUT? 


IT WAS RELATED TO AN AUDIT, I BELIEVE 


VAS DEALING WITH PAPERWORK FROM CMS. 


AUDIT. 


Q. 


REVIE 


, THAT WOULD HAV 


DEFICIENCIES FROM THAT 


AND WAS A SIGNIFICANT PART OF YOUR JOB AS THE LAB DIRECTOR 


AND RESPONDING TO IT? 


Q. 


A. 


RESPOND] 


VING THAT STATEMENT, DEVELOPING AN UNDERSTANDING OF IT, 


YES. THAT WAS NEARLY THE SOLE RESPONSIBILITY THAT I HAD. 


OKAY. IN THIS EARLY MARCH 2016 TIME PERIOD, WHAT TYPES OF 


[ING TO THIS STATEMENT OF DEFICIENCI 


DOCUMENTS DID YOU REVIEW AND GATHER IN CONNECTION WITH, WITH 


ES? 


OH, THERE WERE A VARIETY OF DOCUMENTS. 


DO YOU NEED SPECIFIC EXAMPLES, OR ARE YOU REFERRING TO 


ECIFIC EXAMPLES? 


GRI 


A. 


IF YOU COULD PUT THEM INTO BUCKETS FOR US, THAT WOULD BE 


RAT. 


I WOULD SAY THE MAJORITY OF MY RESPONSIBILITY IN 


UNITED STAT! 


ER -429 


ES COURT R 


EPORTE 


RS 
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RESPONDING TO T 


96 


HAT FORM, THAT STATEMENT OF DEFICIENCIES, WAS TO 


PERFORM WHAT ARE CALLED PATIENT IMPACT ASSESSMENTS. 


THREE BUCKETS. 


oral 


PERFORM! 


WHAT ARE THOSE? 


Q. WHAT WAS THE SECOND? 


REPORTS. 


EVE THE DOCUMENTATION WAS Gl 


ENERALLY SPLIT INTO ABOUT 


Q. AND THE THIRD? 


FIRST ONE WAS VALIDATION REPORTS FOR THE TESTS 


THE SECOND ONE WAS GENERALLY QUALITY CONTROL RESULTS AND 


A. THE THIRD WAS PATIENT TEST RESULT DISTRIBUTIONS AND 


CALCULATIONS FROM THOSE. 


Q. AND DID YOU HAVE A T! 


THIS REPORT FROM, OR STATEME 


YES, 


OKAY. 


OKAY. 


E NAMES. 


INDEED. 


AND WHO WAS ON Y 


IT WAS QUITE A LARGE TEAM. 


HAM WORKING WITH YOU IN RESPONDING TO 


NT OF DEFICIENCIES FROM CMS? 


OUR TEAM? 


I WON'T REMEMBER ALL OF 


THE PEOPLE THAT I WORKED MOST CLOSELY WITH I COULD 


| [F THAT'S OF HELP. 


O-. THAT WOULD BE HELPFUL. 


THANK YOU. 


A. THE DIRECTORS THAT I WORK! 


ED WITH VERY CLOSELY WERE 


DOCTORS TSCHIRHART AND HELFEND. 


Q. COULD YOU SPI 


A. YES, 


ELL TSCHIRHART FOR US, PLEASE. 


I HOPE I CAN. I BELIEVE THAT'S T-S-C-H-I-R-H-A-R-T. 


UNITED STAT! 


E R-430 


ES COURT R 


EPORTE 


RS 
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1 FIRST NAME IS DONALD. 


2 : AND YOU MENTIONED DR. HELFEND. 


3 . YES, LISA HELFEND. 


35 


1:35 


135. 


13:35 


dS. 


dS 


1:35 


135, 


136 


1:36 


1:36 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


LAB DIRECTOR? 


A. 


WAS ALREADY T 


Q. 


IS THAT 


Ho] 


OKAY. 


I BELIEVE DON JOINED THE EXACT SAME DAY I JOINED, AND LISA 


LE 


L-F-U-N-D? 


HEY COME ON AT AROUND THE TIME YOU CAME ON AS 


HERE AS A CONTRACT DIRECTOR. 


MARKED FOR IDENTIFICATION AS 4621. 


Y 


DO YOU RECOGNIZE THIS DOCUMENT? 


Y 


RAW YOUR ATTENTION, PLEASE, TO WHAT HAS |! 


15 : AND WHAT IS IT? 


16 : THIS APPEARS TO BE THE COVER LETTER FOR THE STATEMENT OF 


Ll DEFICIENCIES. 


18 Q. AND DOES THE COVER LETTER COMPRISE PAGES 1 THROUGH 4 OF 


19 EXHIBIT 4621? 


20 : YES. 


21 : AND DOES THE STATEMENT OF DEFICIENCIES BEGIN ON PAGE 5? 


22 . YES. 


23 . OKAY. LET ME DRAW YOUR ATTENTION TO THE BOTTOM OF PAGE 5. 


24 DO YOU SEE TO THE LEFT WHERE IT SAYS FORM 6 CMS 2567? 


25 F YES, I DO. 
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98 


on AND DO YOU SEE A DATE IN THE UPPER RIGHT-HAND CORNER, 


JANUARY 25TH, 2016? 
A. I DO. 


Q. AND TO THE LEFT DO YOU SEE A BOX THAT SAYS, FOR THE TITLE 


OF THE DOCUMENT, STATEMENT OF DEFICIENCIES AND PLAN OF 


CORRECTION? 


A. YES. 


Q. OKAY. IS THIS THE FORM THAT YOU TESTIFIED YOU SPENT A 


SIGNIFICANT AMOUNT OF YOUR TIME RESPONDING TO IN YOUR ROLE AS 


THE LAB DIRECTOR? 


YES, THAT'S CORRECT. 


OKAY. HOW MANY PAGES IS THE STATEMENT OF DEFICIENCI] 


IT LOOKS LIKE IN MY COPY 121. 


IN YOUR ROLE AS LABORATORY DIRECTOR, WHO DID YOU REPORT 


I REPORTED TO MS. HOLMES. 


AND IN THE COURSE OF RESPONDING TO THE FORM 2567, THE 


STATEMENT OF DEFICIENCIES, DID YOU HAVE CONVERSATIONS WITH 


MS. HOLMES? 


A. YES. 


MORE THAN ONE? 


MANY CONVERSATIONS. 


Q. AND DID THOSE RELATE TO WHAT YOU WERE FIND -- OR WHAT CMS 


HAD BROUGHT TO THE COMPANY'S ATTENTION, WHAT YOU WERE FINDING 


AND HOW THE COMPANY WAS GOING TO RESPOND? 
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ER -432 
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YES, AMONG OTHERS. 


OKAY. DID YOU TRAVEL TO WASHINGTON, D.C. WITH MS. 


ET WITH INDIVIDUALS FRO! 


A. 


Q. 


2567? 


A. 


Q. 


DRAW 


A. 


Q. 


YOUR 


YES, I DI 


AND WAS THAT IN CONNECTION WITH RESPONDING TO TH 


M CMS? 


99 


YES, IT WAS. 


WE'RE GOING TO COME BACK TO 4621, BUT I'D LIKE TO BRIEFLY 


YOUR ATTENTION TO EXHIBIT 5260. 


OKAY. 


AND IF I COULD DRAW YOUR ATTENTION TO PAGE 90, IS 


SIGNATURE? 


LETTER FROM CMS TO 


E CAN GO TO PAGE 2 OF THE 


[BIT, DO YOU 


TOP OF MARCH 28TH, 2016? 


IS THIS A LETTER THAT YOU SENT TO CMS IN RESPONSE 


DR. SUNIL DHAWAN, ELIZABETH HOLMES, AN 


SUNNY BALWANT? 


ELIEVE SO. 


AND IS THIS LETTER IN CONNECTION WITH THE COMPANY'S 


RESPONSE TO THE 2567? 


A. 


Q. 


THAT'S CORRECT. 


OKAY. AND DID YOU HAVE MANY CONVERSATIONS WITH MS. HOLMES 


BOTH ABOUT WHAT CMS BROUGHT TO THE COMPANY'S ATTENTION IN 2567 


UNITED STAT! 
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ES, THAT'S CORRECT. 


LEASE LOOK 


BRIEFLY AT 


EXHI 


00 


V THE COMPANY WAS GOING TO RESPOND? 


BIT 3144. 


IS THAT YOUR -- AND I DRAW YOUR ATTENTION TO PAGE 93. 


YES. 


IS THAT YOUR 


SIGNATURE? 


YES, THAT'S CORRECT. 


OKAY. AND IF WE CAN GO BACK TO PAGE 1, DOES THIS APPEAR 


TO BE AN APRIL 1ST, 2016 LETTER FROM YOU TO THERANOS UPDATING A 


RESPONSE TO A LETT! 


ELIZABETH HOLMES, AND SUNNY BALWANI? 


A. YES, THAT'S CORRECT, 


ER FROM CMS TO DR. SUNIL DHAWAN, 


FROM THERANOS. 


Q. OKAY. AND WE'VE JUST LOOKED AT SOME LETTERS FROM THE 


MARCH AND APRIL TIME PERIOD, 


BUT YOU 


HAD -- DID YOU HAVE A 


NUMBER OF CONVERSATIONS WITH MS. HOLMES ABOUT THE 2567 AND WHAT 


WAS BEING REPORTED TO THE COMPANY? 


ES, PERIODICALLY. 


OKAY. LET ME GO -- WAS THERE SOME URGENCY IN RESPONDING 


E CMS 2567? 


[ BELIEVE THI 


ES, THERE WAS. 


HY WAS THAT? 


RESPONSE. 


E DRAW YOUR ATT! 


ERE WAS A DEADLINE IMPOSED BY CMS FOR A 


UNITED STAT! 


ER -434 


ENTION BACK TO 4621. 


ES COURT R 


EPORTERS 
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Ol 


AND I'D LIKE TO FOCUS ON THE COVER LETTER, PAGES 1 THROUGH 


ON PAGE 2, DO YOU SEE REFERENCE TO, IN PARAGRAPH 3, A 


DEADLINE IMPOSED BY CMS? 


A. YES, I DO. 


Q. OKAY. AND ON -- ABOVE THAT DO YOU SEE SOME LANGUAGE 


SUGGESTING REASONING BEHIND THE DATE THAT IS BEING IMPOSED BY 


CMS? 
MR. WADE: YOUR HONOR, THE DOCUMENT IS NOT IN 


EVIDENCE, BUT WE'RE REFERRING TO SUBSTANTIAL PARTS OF IT HERE. 


THE COURT: MR. LEACH? 


MR. LEACH: I'M TRYING TO LAY A FOUNDATION TO ADMIT 


IT INTO EVIDENCE, YOUR HONOR, AND I THINK MY NEXT QUESTION IS, 


DID HE DISCUSS THIS WITH MS. HOLMES? 


THE COURT: ALL RIGHT. THANK YOU. 


BY MR. LEACH: 


On. DID YOU DISCUSS THE CIRCUMSTANCES DESCRIBED IN THIS LETTER 


WITH MS. HOLMES? 


A. YES, THE CIRCUMSTANCES WERE DESCRIBED OR DISCUSSED. 


MR. LEACH: YOUR HONOR, I OFFER PAGES 1 THROUGH 4 OF 


EXHIBIT 4621 


MR. WADE: YOUR HONOR, WE OBJECT TO ALL OF THE 


REFERENCE OF THE EXHIBIT FOR REASONS WE DISCUSSED WITH COUNSEL 


AND THE COURT THIS MORNING AND THE REASONS SET FORTH IN THE 


MOTION PAPI 


THE COURT: ALL RIGHT. THANK YOU. 
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SO YOU'RE ASKING FOR 1 THROUGH 4 ONLY? 


MR. LEACH: YI 


ES 
ES. 


THE 


COURT: 


MR. LEACH: 


THE 


COURT: 


ALL RIGHT. 


PRIATE FOUNDATION HAS BEEN LAT 


OF 4621? 


YES. 


BJECTIONS THAT WERE MADE 


EARLTI 


SO THIS WILL BE ADMITTE 


D OVER OBJECTION. 


I DO YOU THINK AN 


R. 


MR. LEACH: 


THE 


COURT: 


YOU WISH. 


(GOVERN 


ENT'S EXHIBIT 4621, 


THANK YOU. 


AND IT CAN BE 


BE DISPLAY 


THANK YOU. 


PAGES 1 THROUGH 4, WAS 


RECEIVED IN EVIDENCE. ) 


MS. HOLLIMAN, CATCHING THE 


Q. 


DEFIC 


A. 


Q. 


TOO Q 


MR. LEACH: 


IF WE CAN PILI 


BASE START AT THE 


DR. DHAWAN, 


CMS HEAD! 


ER IF YOU COULD, PLEASE. 


TOP, 


IENCY NOTICE? 


I'M SORRY. 


I'M TERRIBLY SORRY, 


UICKLY. 


DR. DAS, 


I'M READING THE 


IS THIS THE COVER LETTER THAT ACCOMPANIED THE 


STATE 


ENT OF DEFICIENCIES FROM CMS? 


YES. 


AND DO YOU SEE EB E 


UNITED 


JANUARY 25TH, 2016? 


STATES COURT 


E R-436 


REPORTERS 


DOCUMENT AND MOVI 


02 


D TO ADMIT THIS, OVERRULING 


IS THIS THE COVER LETTER THAT ACCOMPANIED CMS 


1:44 


1:44 


1:44 


1:44 


1:44 


1:44 


1:44 


1:44 


1:44 


1:45 


1:45 


1:45 


1:45 


1:45 


1:45 


1:45 


1:45 


1:45 


1:45 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 147 of 210 


Case 5:18-cr-00258-EJD_ Document 1285 Filed 01/18/22 Page 133 of 203 
DAS DIRECT BY MR. LEACH 58 


OKAY. 


MY UN 


AND THIS IS ADDRESSED TO 


03 


SOMEONE NAMED 


DHAWAN WAS? 


VHO WAS HE? 


DHAWAN. DID YOU HAV! 


IMMEDIATE JEOPARDY. 


ECTOR BEFORE I JOINED. 


E AN UNDERSTANDING OF WHO 


DERSTANDING IS THAT HE WAS THE PRIOR LABORATORY 


IN THE RE LINE, IT SAYS, CONDITION LEVEL DEFICIENCIES - 


DO YOU SEE THAT LANGUAGE’ 


A. YES, I DO. 


Q. AND THEN IN THE FIRST PARAGRAPH -- WELL, I'M SORRY, IN TH 


SECOND 


PARAGRAPH IT SAYS 


, “THE CENTE 


MEDICAID SERVICES CONDUCTED A CLIA R 


RS FOR MEDICARE AND 


ECERTIFICATION AND 


COMPLAINT SURVEY OF THE LABORATORY." 


I 


"LL RESTATE, MS. RODRIGUEZ. THANK YOU. 


IS IT YOUR UNDERSTANDING THAT A SURVEY WAS PERFORMED BY 


CMS PRIOR TO JANUARY THAT GENERATED THIS STATEMENT OF 


DEFICI 


ENCIES? 


A. Y. 


Q. OKAY . 


ES, THAT IS MY UNDI 


ON NOVEMBER 20TH, 2015. 


RECEIPT OF CRITICAL INFORMATION RECEIVED FROM THE LABORATORY ON 


DECEM 


IT GOES ON TO SAY, 


ERSTANDING. 


"THE ONSITE SURVEY WAS COMPLETE 


HOWEVER, THE SURVEY CONCLUDED WITH THE 


ER 23RD, 2015." 


DO YOU SEE THAT? 


UNITED STAT! 
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YES, I DO. 


THEN IT SAYS, 


iTERMINED THAT YOUR FACILI 


"AS AR 


ESULT OF THE SURVEY, IT WAS 


[TY WAS NOT IN COMPLIANCE WI] 


04 


[TH ALL OF 


THE CONDITIONS REQUIRED FOR CERTIFICATION IN THE CLIA PROGRAM." 


DO YOU SEE THAT? 


REGULATIONS? 


YES, THAT IS. 


IS "CONDITIONED" A TERM OF Al 


RT IN THE 


AND WHAT IS A CONDITION? 


THESE ARE ANALOGOUS TO REQUIREMENTS OR REGULATIONS. 


OKAY. IT THI 


CONDITION-LEVEL REQUI 


THE 


JI 


A. 


Q. 


EN SAYS, 


"IN ADDITION, BASED ON TH 


REMENT, 


KOPARDY TO PATTI 


NT Hi 


HEMATOLOGY, IT WAS DETERMINED THAT 


DO YOU SEE THAT? 


Y 


YOUR RESPONSE TO 


A. 


Q. 


NEED TO RESPOND URGI 


A. 


AND DID YOU 


YES, WE DID. 


FURTHER DOWN THER 


CMS? 


HAVE 


YES, THAT IS CORRECT. 


DEFICIENT PRACTICES OF THE LABORA 


FALTH AND SAFETY 


TORY POSE IMM 


W 


ENTLY TO CMS? 


UNIT 


ED STATI 


E R-438 


E'S A LIST OF CONDITIONS THAT W. 


ES COURT R 


EPORTERS 


E DIATE 


AND IS THAT PART OF WHAT WAS TRIGGERING THE URGENCY FOR 


DISCUSSIONS WITH MS. HOLMES ABOUT THE 
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05 


IF WE CAN ZOOM OUT, MS. HOLLIMAN AND HIGHLIGHT THE BOTTOM. 


I SEE THAT. 


DR. DAS, DO YOU SEE THE REFERENC. 


E TO 42 CFR WITH ANOTHER NU. 


ER? 


DO YOU HAV! ERSTAND 


REFERENCES? 


A. D IS REFERENCING 


A DEFICIENCY. 


ING OF WHAT THAT D N 


E D5024 COLON, AND THEN A 


Q. AND THE 42 CFR, IS THAT A REFERENCE TO A PARTICULAR CLIA 


REGULATION? 


A. THAT'S CORRECT. 


Q. AND THIS PARTICULAR REFERENCE IS A REFERENCE TO 


HEMATOLOGY? 


THAT IS MY UNDERSTANDING. 


AND WHAT IS HEMATOLOGY? 


IT'S A STUDY OF THE BLOOD. 


THE NEXT TAG D5400. 


DO YOU SEE THAT? 


I DO. 


©. AND TO THE RIGHT, THIS RELATES TO A CONDITION FOR ANALYTIC 


SYSTEMS. IS THAT A TERM THAT YOU'RE 


REGULATIONS? 


FAMILIAR WITH IN THE CLIA 


A. YES, I'M FAMILIAR WITH THAT TE 


AND WHAT DOES THAT REFER TO? 


IT GENERALLY REFERS TO INSTRUM 


TESTING. 


UNIT! 


ED STATES COURT R 
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ENTS AND METHODS USED FOR 


RS 
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COMPLEXITY TESTING; 


Q. 


YES. 


OKAY. AND THIS CONDITION IS LABORATORI] 


AND THEN D6076, DO 


L 


06 


YOU SEE THAT NUMBER IN THE THIRD ROW? 


ES PERFORMING HIGH 


ABORATORY DIRECTOR. 


DO YOU SEE THAT REFERENCE? 


I DO. 


AND THERANOS'S CLIA LABORATORY IN CALIFORNIA WAS A HIGH 


COMPLEXITY LAB? 


A. 


Q. 


WHAT DID YOU DO IN TERMS OF RESPONDING TO T 


A. 


THAT IS CORRECT. 


DESCRIBE FOR US 


HOW YOU WENT ABOUT RESPONDING TO CMS. 


HONESTLY, 


THE FI 


DEFICIENCIES. 


Q. 


TEAM ABOUT THE 


A. 


Q. 


DEFICIENCIES VERY CAREFULLY TO UNDERSTAND T 


HIS LETTER FROM CMS? 


RST STEP WAS TO READ THE STATEMENT OF 


HE SPECIFICS OF THE 


AND I TRUST YOU DID THAT. 


YES, WE DI 


OKAY. AND DID YOU HAVE MULTIPLE DI 


D. 


[SCUSSIONS WITH YOUR 


YES, WE DI 


DEFICIENCIES THAT CMS IDENTIFIED? 


DID YOU HAVE MULTIPLE DISCUSSIONS WITH MS. HOLMES ABOUT 


THE DEFICIENCIES THAT CMS IDENTIFIED? 


A. 


Q. 


YES. SHE WAS PART OF SOME OF THOSE DISCUSSIONS. 


OKAY. LET ME -- I WANT TO DRAW YO 


UR ATTENTION, PLEASE, TO 


PARTICULAR PROVISIONS WITHIN 2567, AND IF I COULD DRAW YOUR 


ATTENTION, PLEASE, TO -- AND LET'S NOT DISPLAY THIS, 
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07 


MS. HOLLIMAN. 


BUT IF I COULD PLEASE DRAW YOUR ATTENTION TO PAGE 51. 


THE COURT: I'M SORRY, WHAT PAGE? 
MR. LEACH: 51, YOUR HONOR. 


THE COURT: THANK YOU. 


WITNESS: OKAY. 


BY MR. LEACH: 


Q. BEFORE I ASK QUESTIONS ABOUT PAGE 51, AFTER REVIEWING THE 


CMS STATEMENT OF DEFICIENCIES IN ITS ENTIRETY, DID YOU LOOK AT 


E CATEGORIES OF DOCUMENTS THAT YOU DESCRIBED EARLIER? 


NOT IMMEDIATELY. 


AT SOME POINT DID YOU? 


YES. 


AND DID YOU LOOK AT THE DOCUMENTS THAT WERE REFERENCED IN 


E CMS STATEMENT OF DEFICIENCIES TO UNDERSTAND WHAT THEY WER 


REFERRING TO? 


THAT'S CORRECT. 


D YOU HAVE DISCUSSION WITH YOUR TEAM ABOUT THOSE? 


EB DID. 


DID YOU, AND DID YOU HAVE DISCUSSIONS WITH MS. HOLM 


ABOUT THAT? 


A. TO SOME EXTENT, YES. 


Q. LET ME DRAW YOUR ATTENTION -- WE'RE ON PAGE 51. ATT 


BOTTOM, DO YOU SEE ANOTHER ONE OF THOSE D NUMBERS TO THE LI 


AT THE BOTTOM? 


UNITED STATES COURT REPORTERS 


ER -441 


1250 


150 


1:50 


1:50 


1:50 


PM 


PM 


PM 


PM 


PM 


1PM 


:51PM 


:51PM 


1PM 


:51PM 


1PM 


:51PM 


1PM 


:51PM 


1PM 


:51PM 


:51PM 


1PM 


:51PM 


1PM 


:51PM 


1PM 


:51PM 


1PM 


:51PM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 152 of 210 


Case 5:18-cr-00258-EJD_ Document 1285 Filed 01/18/22 Page 138 of 203 
DAS DIRECT BY MR. LEACH 58 


08 


Q. AND IF I COULD ASK YOU, PLEASE, TO CONTINUE READING -- OR 


IF I COULD ASK YOU TO CONTINUE READING TO THE NEXT PAGE, DO YOU 


SEE AT THE TOP LANGUAGE, A REFERENCE TO A STANDARD? 


FAD UNTIL WHEN? 


EACH, IF I MAY? ARE YOU REFERRING TO D5791? 


IF YOU COULD PLEASE READ UNTIL PAGE 52, THERE'S A 


REFERENCE TO STANDARD AT THE TOP. 


DO YOU SEE THAT LANGUAGE? 


I DO. 


AND -- 


PLEASE GIVE ME A MINUTE. 


MR. WADE: 


REFERRING TO THE PAGE 


COUNSEL, 


IF I MAY INQUIRE, YOU'RE 


N ERS IN TH 


FE MIDDLI 


E OF THE DOCUMENT OR 


THE DOCUMENT ITSELF? 


MR. LEACH: 


MR. WADE: 


R. LEACH: 


AND DO YOU SEI 


YES, I DO. 


THE TRIAL EXHI 


BIT NUM 


OKAY. 


THANK YOU. 


ENEATH THAT STANDARD LANGUAGE? 


Q. OKAY. I WANT TO SKIP OVER THE SUBSTANCE OF WHAT IS IN 


NUMBER 1 AND GO TO NUMBER 2 ON THE NEXT PAGE, PAGE 53. 


A. YES. 


Q. OKAY. AND DO YOU SEE A DESCRIPTION RELATING TO SOMETHING 


UNIT! 


ED STATI 
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RS 
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CALLED TPS IN NUMBER 2 DOWN AT THE BOTTOM OF PAGE 53? 


A. I DO. 


OKAY. AND ARE YOU FAMILIAR WITH THIS PORTION OF TH 


A. I'LL HAVE TO REVIEW IT CAREFULLY. 


Q. IF YOU COULD REVIEW CAREFULLY PAGES 53, 54, UP TO NUMBE 
ON PAGE 55. 


(PAUSE IN PROCEEDINGS. ) 


THE WITNESS: OKAY. I'VE HAD A CHANCE TO REVIEW 


THIS. 


R. LEACH: 


YOU FAMILIAR WITH THIS PORTION OF FORM 2567? 


D DID YOU DISCUSS ISSUES RELATING TO QUALITY 


CONTROL AND THE EDISON DEVICE WITH MS. HOLMES? 


A. YES, WE HAD DISCUSSED THAT. 


MR. LEACH: YOUR HONOR, I OFFER PAGES 51 FROM THE 


BOTTOM -- WITH THE D TAG BEGINNING D5791, THE TOP OF PAG 


WHERE IT SAYS "THE STANDARD IS" WITH SOME ADDITIONAL LANGUAGE 


THERE. 


THE COURT: LET ME -- YOU SAID 51 FROM D5791? 


MR. LEACH: YES. 


THE COURT: OKAY. 


MR. LEACH: ALL THE WAY DOWN TO PAGE 52 DOWN TO THE 


LINE INCLUDING "THIS STANDARD," AND THEN CONTINUING ON THE 


BOTTOM OF PAGE 53 FROM THE INFORMATION UNDER NUMBER 2 TO 


UNITED STATES COURT REPORTERS 
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PAGE 55 WITH THE INFORMATION NUMBERED L. 


(PAUSE IN PROCEEDINGS. ) 


MR. WADE: I'M NOT SURE I TOTALLY FOLLOWED THE 


PORTIONS THAT COUNSEL WAS OFFERING. 


THE COURT: OKAY. MR. LEACH, MAYBE YOU SHOULD JUST 


WALK OVER AND SHOW MR. WADE WHERE IT IS. 


MR. LEACH: SURE. 


(DISCUSSION OFF THE RECORD. ) 


MR. WADE: YOUR HONOR, SAME OBJECTIONS AS PREVIOUSLY 


THE COURT: THANK YOU. I'LL NOTE THOSE OBJECTIONS 


AND NOTE THE FOUNDATION THAT HAS BEEN LAID THIS AFTERNOON WITH 


TESTIMONY. 


SO THE OBJECTION IS OVERRULED. 


(GOVERNMENT'S EXHIBIT 4621B, REDACTED PAGES 51 - 55, WAS 


RECEIVED IN EVIDENCE. ) 


MR. LEACH: THANK YOU, YOUR HONOR. AND WE'LL DO OUR 


BEST TO DISPLAY JUST THOSE PORTIONS. 


SO, MS. HOLLIMAN, IF WE COULD PLEASE DISPLAY PAGE 51, 


BEGINNING -- REDACTING EVERYTHING EXCEPT THE BOTTOM OF THE PAG 


STARTING WITH 5791. 


THE COURT: AND, . LEACH, THESE ARE ADMITTED 


FOR -- I KNOW WE'VE DISCUSSED THIS -- FOR STATE OF MIND ISSUES? 


MR. LEACH: YES, YOUR HONOR. 


THE COURT: LL RIGHT. THANK YOU. 


UNITED STATES COURT REPORTERS 


ER -444 
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01:56PM 1 SO, LADIES AND GENTLEMEN, THESE PAGES THAT YOU'RE ABOUT TO 


01:56PM 2 SEE ARE ADMITTED FOR THE STATE OF MIND OF THE DEFENDANT, 


01:57PM 3 MR. LEACH? 
01:57PM 4 MR. LEACH: YES, YOUR HONOR. 


01:57PM 5 THE COURT: YES. AS TO ANY ISSUE OF INTENT AND 


01:57PM 6 KNOWLEDGE. 


01:57PM 7 (PAUSE IN PROCEEDINGS. ) 


01:58PM 8 MR. LEACH: JUST ONE MOMENT, YOUR HONOR. 
01:58PM 9 THE COURT: YES, OF COURSE. 


01:58pm 10 E IN PROCEEDINGS. ) 


01:58pm «11 MR. WADE: YOUR HONOR, WHILE COUNSEL IS LOOKING FOR 
01:58pm) =12 THAT, I MIGHT JUST CLARIFY. 


01:58pEM = 13 I UNDERSTAND THE COURT'S DIRECTION OF THE LIMITED PURPOSE 


01:58pm 14 FOR WHICH THEY'RE OFFERED FOR, BUT I JUST MIGHT ASK THAT IT BE 


01:58PM 15 CLARIF TIE BUT NOT FOR THE TRUTH OF THE MATTER ASSERTED. 


01:58pm 16 THE COURT: THAT WAS YOUR INTENT AS WELL, MR. LEACH? 


01:58pm 17 MR. LEACH: YES. 


01:58pEm «618 THE COURT: LADIES AND GENTLEMEN, AS I SAID -- THANK 


01:58pm 19 YOU, MR. WADE. 


01:58pm 20 AS I SAID EARLIER, THESE ARE RECEIVED NOT FOR THE TRUTH OF 


01:58pm) = 21 THE MATTER ASSERTED IN EACH OF THE DOCUMENTS, BUT THEY ARE 


01:58PM «22 ADMITTED ONLY AS TO THE ISSUE OF KNOWLEDGE AND INTENT AS TO THI 


01:59eM 823 DEFENDANT MS. HOLMES. 


02:03pm 24 (PAUSE IN PROCEEDINGS. ) 


02:03—pM =25 MR. LEACH: YOUR HONOR, WE'RE HAVING SOME TECHNICAL 


UNITED STATES COURT REPORTERS 
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ISSUES WITH THE REDACTIONS AND DISPLAYING THEM UP THERE. 


ADDITIONAL PORTIONS OF THIS AND MAKI 


HOPEFULLY SAVE EVERYBODY SOME TI 


Q. 


DR. DAS, LET ME DRAW YOUR ATTENTION TO PAGI 


THE COURT: IT SEEMS TO BE 


[ THINK WHILE WE'RE RESOLVING THAT I'D LIKE TO GO THROUGH 


E MY OFFER OF PROOF AND 


ME THAT WAY. 


THE ORDER OF THE DAY. 


MR. LEACH: JI APOLOGIZE TO THE COURT AND APPRECIATE 


EVERYONE'S PATIENCE. 


BEFORE WE DISPLAY THE PORTIONS THAT WERE JUST ADMITTED, 


THE COVER LETTER AND THE STATEMENT OF 


A. 


Q. 


YES. 


Fe 
aa 


55 OF EXHIBIT 4621, 


DEFICIENCIES. 


AND DO YOU SEE THE NUMBER 3 IN THE COLUMN FOR SUMMARY 


STATEMENT OF DEFICIENCIES? 


A. 


Q. 


I DO. 


OKAY. AND PLEASE TAKE A MOMENT TO READ TO YOURSELF THE 


INFORMATION BEGINNING AT 3 AND CONTINUING TO PAGE 57 THROUGH 


THE SUBSTANCE OF NUMBER K IN THE MIDDLE OF THE PAGE. 


(PAUSE IN PROCEEDINGS. ) 


THE WITNESS: THANKS FOR YOUR PATIENCE. 


R. LEACH: 


A. 


Q. 


HAVE YOU READ THOSE CAREFULLY TO YOURSELF’? 


I HAVE. 


AND IN THE MARCH AND APRIL TIME PERIOD, DID YOU HAVE 


CONVERSATIONS WITH MS. HOLMES ABOUT THERANOS'S QUALITY CONTROL 


RESULTS FOR THE TIME PERIOD JULY 2014 THROUGH JUNE OF 2015? 


UNITED STAT! 


ER -446 


ES COURT R 
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RS 
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A. YES, WE DID. 


MR. LEACH: 
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YOUR HONOR, I OFFER 


PAGE BEGINNING 


FROM THE NUMBER 3 ALL OF THE WAY THROUGH PAGE 57, 


THE NUMBER -- JUST ABOVE THE NUMBER 4. 


THE COURT: 


STOPPING AT 


MR. LEACH, COULD YOU TELL ME -- YOUR 


LAST QUESTION WAS REGARDING CONVERSATIONS THAT THIS WITNESS HAD 


WITH MS. HOLMES BETW. 


EEN, WHAT WAS THE TIME 


MR. LEACH: 


BETWEEN JULY OF 2014 


(PAUSE IN PROCE 


THE COURT: 


MR. WADE: 


PERIOD? 


BETWEEN JULY -- RELATING TO QC DATA 


AND JUNE OF 2015. 


E:DINGS. ) 


COUNSEL? 


I MIGHT JUST INQUIRE. 


FOR WHAT PURPOSE IS THIS ADMISSION? 


THE 


COURT: 


IS THIS LIKEWISE AS THE 


MR. LEACH: 


THE 
E 


COURT: 


MR. WADE: 


IT'S NOT FOR THE TRUTH OF THE 


PREVIOUS ADMISSIONS? 


YES, YOUR HONOR, FOR STATE OF 


YES. 


HAVE THE SAME OBJECTION, AND 


I WOULD 


ADD 104 TO THIS AS WI 


THE COURT: 


ELL. 


ALL RIGHT. 


LADIES AND GENTLEMEN -- OVERRULED. 


BITS WILI 


THANK YOU. 


LADIES AND GENTLEMEN, THESE EXHII 


BE ADMITTED, AND 


THEY ARE OFFERED NOT FOR THE TRUTH OF THE MATTER ASSERTED, BUT 


ONLY AS TO THE STATE 


OF MIND OF MS. HOL 


ES, 


AS THE PREVIOUS 


ADMISSIONS, AS TO INTENT AND KNOWLEDGE, AND THOSE ISSUES ONLY, 


UNI 


TED STATES COURT REPORTE 
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NOT FOR T 


STATE OF MIND OF MS. HOL 


HE TRUTH OF THE MATTER ASSERTED, BUT ONLY 


AS TO THE 


ES AS TO KNOWLEDGE AND INTENT. 


PAGE 55 WAS RECEIVED IN 


(GOVERN 


EVIDENCE. ) 


WE CAN NOW DISPLAY T 


MR. LEACH: 


ENT'S EXHIBIT 4621, 


BLE 


I THINK 


(PAUSE IN PROCEEDINGS. ) 


MR. LEACH: 


OKAY. 


MS. HOLLIMAN, IF WE'RE 


HE ENTIRETY OF PAGE 55. 


TO, 


MS. HOLLIMAN, IF WE CAN PLEASE 


ZOOM IN ON THE TOP PORTION OF PAGE 55 JUST TO ORIENT THE JURY 


AT THE 


TOP OF THE PAGE. 


on DR. DAS, DO YOU SEE THE TOP PORTION OF PAGE 55 ON TRIAL 


A. I 


Q. OKAY . 


EXHIBIT 4621? 


DO. 


AND DO YOU SEE 


EF} UPPER RI] 


[GHT CORNER, 


JANUARY 25TH, 2016? 


A. YES. 


Q. OKAY . 


"STATEMENT OF DEFICIENCIES AND 


Y 


ES; 


AND TO THE 


IT Is. 


LEFT OF 


IS THAT YOUR UND! 


THE PAGE THI 


ERE'S A BOX 


CMS SURVEY WAS COMPLETED? 


UNITED STATES COURT REPORTE 


ER -448 


ERSTANDING OF THE 


IS THAT PART OF THE CMS FORM? 


RS 


PLAN OF CORRECTION." 


AND TO THE RIGHT DO YOU SEE THE DATE OF NOVEMBER 20TH, 


DATE THAT TH 
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A. 


Q. 


THAT IS MY UNDERSTANDING. 


733 GATEWAY BOULEVARD. 


15 


OKAY. THERE'S A STREET ADDRESS LISTED FOR THE LABORATORY, 


IS THAT WHERE THE CLIA LABORATORY WAS LOCATED? 


THAT'S CORRECT. 


THAT'S WHERE YOU WENT TO WORK IN YOUR JOB? 


YES. 


OKAY. IF WE COULD PLEASE ZOOM OUT, MS. HOLLIMAN. 


IF WE CAN NOW CAPTURE EVERY -- THE TOP -- DOWN A LITTLE 


BIT MORE TO NUMBER 3. 


QUALITY ASSESSMENT PROCE 


CORRECT PROBLEMS WITH THE QUALITY CONTROL PROGRAM FOR THE 


DR. DAS, DO YOU SEE THE NUMBER D5791 -- 


I DO. 


-- IN THE TOP LEFT CORNER? 


AND IS THAT A REFERENCE TO SOME IDI 


EFIX TAG? 


THAT'S CORRECT, D TAG. 


ENTIFICATION TAG OR 


OKAY. VHAT DO YOU MEAN, D TAG? 


DEFICIENCY TAG. 


AND DOWN ON 3 IT SAYS, "BAS 


ED ON REVI 


ESSMENT AND QA PROCEDURES, THI 


EW OF QUALITY 


EF, LABORATO! 


RY FAILED TO HAV! 


DURE ESTABLISHED TO IDENTIFY AND 


THERANOS PROPRIETARY SYSTEM (TPS 


A. 


DO YOU SEE THAT LANGUAGE? 


YES, I DO. 
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AND DID YOU UNDERSTAND TPS TO BE THE EDISON 3.5 DEVICE? 


YES. 


AND WHAT DID YOU UNDERSTAND QUALITY ASSESSMENT TO M 


MEANING THE TERM, MR. LEACH? 


YES. 


THAT'S A TERM THAT ENCOMPASSES ALL QUALITY PROGRAMS, NOT 


INCLUDING QUALITY CONTROL. 


Q. AND WHAT DO YOU MEAN BY "QUALITY PROGRAMS"? 


A. IN GENERAL, QUALITY CONTROL HAS TO DO WITH DAY-TO-DAY 


RUNS, QUALITY OF DAY-TO-DAY RUNS. 


AND QUALITY ASSESSMENT IS -- DESCRIBES ALL OF THE OTHER 


QUALITY ACTIVITIES OUTSIDE OF THE DAY-TO-DAY RUNS ON ANY GIVEN 


INSTRUMENT. 


AND WAS PART OF YOUR JOB AS THE LAB DIRECTOR TO 


ESTIGATE THIS FINDING, UNDERSTAND IT, AND COME UP WITH THE 


PANY'S RESPONSE? 


YES. 


IF WE CAN GO FURTHER DOWN, PLEASE, MS. HOLLIMAN, ON 


22's 


IT READS HERE, "MONTHLY OC REPORTS WERE REVIEWED FOR 


2014, OCTOBER 2014, AND FEBRUARY THROUGH JUNE 2015." 


DID YOU ALSO REVIEW MONTHLY QC REPORTS IN THE COURS! 


WORK AS THE LABORATORY DIRECTOR? 


WE DID. WE HAD THE REPORTS CREATED FOR US. 


OKAY. AND THAT WAS IN PART TO RESPOND TO THE 2567? 
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A. THAT'S CORRECT. 


Q. AND IN NUMBER 2 IT SAYS, 


17 


VALUES GREATER THAN 2 STANDAI EVIAT 


IONS 


THE SURVEYOR." 


DO YOU SEE THAT LANGUAGE? 


I DO. 


Q. AND DO YOU UNDERSTAND WHAT IS MI 


DEVIATIONS"? 


YES, I DO. 


AND WHAT IS A STANDARD 


DEVIATION 


EANT BY "STANDAF 


? 


"THE TOTAL PERCENTAGE OF QC 


(SDS) WAS REVIE 


WOULD YOU LIKE THE MORE TECHNICAL DEFINITION? 


I'D LIKE THE LESS TECHNICAL DI 


BFINITION IF YOU COULD. 


IT'S, IN GENERAL, 


HOW WIDELY THE VALUES 


OKAY. 


VARY. 


AN ESTIMATE OF THE SPREAD OF A DATA SET, 


IN LABORATORY PARLANCE, WE USE IT TO ESTIMATE PRECISION. 


AND IF WE CAN GO TO THE N 


DR. DAS, DO SOME OF THE C 


RESPECT TO THIS D TAG CONTINUE ON TO TH 


EE THAT. 


EXT PAGE, PLEASE, PAGE 56. 


DO YOU SEE WHERE IT SAYS, 


E FOLLOWING TESTS SHOWED PI 


MS FINDINGS CONTINUE -- WITH 


E NEXT PAGE? 


"IN JULY 2014, THE DATA 


HAN 15 PERCENT OF VALUES G 


ERCENTAGE OF OC SAMPLES 


REATER THAN 2 SD." AND 


ESTOSTERONE, TOTAL T4, V1 


UNIT! 
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DEVICES HAD VALUES GREATER THAN 2 SDS." 


DO YOU SEE THAT LANGUAGE? 


A. I DO SEE THAT. 


Q. OKAY. AND WERE TST, TOTAL T4, AND VITAMIN D ASSAYS RUN ON 


THE EDISON IN THE 2014 TIME PERIOD? 


A. THAT IS CORRECT. JI BELIEVE THAT'S WHAT THEY'RE REFERRING 


TO. 


Q. AND DID YOU AND YOUR TEAM ALSO REVIEW THE DATA THAT IS 


LISTED HERE ON THIS FORM? 


A. YES. 


AND DID YOU REVIEW AN EVEN BROADER UNIVERSE OF QC DATA IN 


ER TO RESPOND TO THE CMS REPORT? 


WE DID. 


Q. AND IS THIS -- IS THE FINDING LISTED HERE CONSISTENT WITH 


WHAT YOU REVIEWED IN YOUR REVIEW OF DATA? 


MR. WADE: YOUR HONOR, 702 ON THIS ISSUE, 


PARTICULARLY GIVEN THE PURPOSE THAT THIS EVIDENCE HAS |] 


OFFERED . 


THE COURT: MR. LEACH, I THINK YOU'RE ON THE MARGINS 


OF A 702 AREA, SO LET ME ASK YOU TO REPHRASE YOUR QUESTION. 


BY MR. LEACH: 


Q. DID YOU ALSO -- DID YOU ALSO REVIEW THE DATA THAT IS 


LISTED IN THIS REPORT, IN THIS PARAGRAPH E, DR. DAS? 


A. I DON'T RECALL THESE EXACT NUMBERS, BUT THESE TIME 


ARE CONSISTENT WITH MY RECOLLECTION. 
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FORMULATE ] E TO CMS 


CORRECT? 


A. 


Q. 


YES, THAT IS CORRECT. 


19 


RESPONDING TO CMS, DID -- OR YOU NEEDED TO 


ON BEHALF OF THE COMPANY; IS THAT 


AND DID YOU LOOK AT NOT JUST DATA FOR JULY OF 2014, BUT A 


BROADER UNIVERSE OF DATA IN ORDER TO UNDERSTAND AND RESPOND TO 


CMS? 


A. 


YES, WE DID. 


OKAY. AT ANY POINT DID YOU TELL CMS THAT THE COMPANY 


NO, I DON'T BELIEVE WE 


DID. 


TY NOT? 


THESE FINDINGS -- 


ISAGREED WITH THIS PARTICULAR FINDING? 


MR. WADE: YOUR HONOR, AGAIN, 702. WE'RE JUST USING 


E INSTEAD OF FORWARD. 


THE WAY THE QUESTION IS FORME 


THE COURT: I UNDERSTAND. 


BY MR. LEACH: 


Q. 


THIS FINDING"? 


LET'S GO TO NUMBER F. 


OKAY. 


BUT YOU NEVER SAID TO ANYBODY AT 


CMS, 


I THINK YOU'RE ASKING FOR AN OPINION THAT FALLS UNDER 702 


D, SO I'LL SUSTAIN THE OBJECTION. 


"I DISAGREE WITH 


I DON'T RECALL SAYING THAT OR WRITING THAT. 


AND IF WE CAN ENLARGE THAT, MS. HOLLIMAN. 
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I'M SORRY. I THINK 


WE'RE DOWN ON H. 


F IF WE COULD: 


20 


I WANTED TO FOCUS ON 


THIS READS, DR. DAS, "IN OCTOBER 2014 THE DATA REVEALED 


THE FOLLOWING TESTS SHOWED PERCENTAGE OF QC SAMPLES WITH MORE 


THAN 15 PERCENT OF VALUES GREATER THAN 2 SD." 


DO YOU SEE THAT LANGUAGE? 


I DO. 


Q. AND THEN THERE'S A LIST FOR ESTRADIOL, FREE T4, PROLACTIN, 


SHBG, TSH, TST, TOTAL T3, TT4, VITAMIN D, AND VITAMIN B12. 


DO YOU SEE THOSE? 


EF ALL OF THOS! 


AND AS A LAB DIRECTOR, IS IT DESIRABLE OR UNDESTRABLI 


E ASSAYS THAT WER 


E RUN ON THE EDISON? 


E A CV OF GREATER THAN 15 PERCENT? 


THAT WOULD BE UNDESTRABLE. 


Q. THIS SAYS, "OVERALL 


29 PERCENT OF QC 


ON ALL DEVICES HAD VALUES GREATE 


DO YOU SEE THAT? 


YES, I SEE THAT. 


SAMPLES ON ALL TESTS 


R THAN 2 SD'S." 


AND WHAT DID YOU UNDERSTAND THAT TO MEAN? 


THAT -- I UNDERSTAND THAT TO MEAN THAT 15 PERCENT OF THE 


VALUES WERE VIOLATING THE 2 SD RULE, WHICH IS A COMMON QUALITY 


CONTROL RULE. 


Q. AND DID YOU HAVE DISCUSSIONS WITH MS. HOLMES ABOUT THIS 
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21 


QUALITY CONTROL RULE AND THE DATA THAT WAS BEING REPORTED BY 


CMS? 


A. IN GENERAL, YES. 


Q. LET'S GO TO LETTER G. 


DO YOU SEE WHERE 


IT SAY 


S, "IN FEBRUARY OF 2015, THE 


DATA" -- OH, BEFORE I LEAVE G, DID YOU EVER TELL CMS THAT YOU 


DISAGREED WITH THIS FINDING IN F? 


MR. WADE: 


YOUR HONOR, I'M GOING TO OBJECT ON 702 


GROUNDS TO THIS AS WELL. 


THE COURT: 


THE WITNESS 


BY MR. LEACH: 


OVERRULED. YOU CAN ANSWER THE ESTION. 


: NO, 


I DO NOT RECALL THAT. 


Q. IN G IT SAYS, "IN FEBRUARY 2015, THE DATA REVEALED THE 


FOLLOWING TESTS SHOWED THE PI 


ERCENTAGE OF OC SAMPLES WITH MORE 


THAN 15 PERCENT OF VALUES GREATER THAN 2 SD." 


AND IT LISTS FT4, 


DO YOU SEE THAT? 


I DO. 


AND THOSE ARE TESTS THAT AR 


THAT IS CORRECT. 


AND AT ANY POINT IN TIME DID 


DISAGREED WITH THIS FINDING? 


A. NO, I DON'T RECALL DOING SO. 


Q. LET'S LOOK AT H AND I. 


DO YOU SEE WHERE IT SAYS, 


UNIT! 


ED STATI 


ER-455 


ES COURT R 


EPORTE 


SHBG, TT3, VITAMIN D, VITAMIN B12. 


EDISON? 


YOU TELL CMS THAT YOU 


"IN MARCH OF 2015, THE DATA 


RS 
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22 


REVEALED THE FOLLOWING TESTS SHOWED PERCENTAGE OF OC SAMPLES 


Wi 


A. 


Q. 


[TH MORE 


DO ¥' 


OKAY. 


THAN 15 PERCENT OF VALUES GREATER THAN 2 SD." 


OU SEE THAT LANGUAGE? 


I DO. 


AND DID YOU UNDERSTAND THIS TO BE A SIMILAR ISSUE 


TO WHAT CMS WAS RAISING FOR FEBRUARY, OCTOBER, AND JULY? 


A. 


Q. 


Y 


AND AT ANY POINT IN TIME DID YOU TELL CMS THAT YOU 


DISAGREED WITH THIS FINDING? 


A. 


Q. 


NO, 


AND 


I DON'T RECALL DOING SO. 


THEN I SAYS, "IN APRIL THE DATA REVEALED THE FOLLOWING 


TESTS, SHOWED PERCENTAGE OF QC SAMPLES WITH MORE THAN 


15 PERCENT OF VALUES GREATER THAN 2 SD, SHBG," AND THEN THERE'S 


A LIST OF ASSAYS CONTINUING ON TO PAGE 57. 


IS THIS A SIMILAR ISSUE BEING RAISED IN THE [NGS THAT 


WE JUST LOOKED AT PREVIOUSLY? 


A. 


Q. 


YES, 


I AGREE. 


AT ANY POINT IN TIME DID YOU TELL CMS THAT YOU DISAGREED 


WITH THIS FINDING? 


A. 


NO, 


Q. 


THE TIME 


A. 


I DON'T RECALL DOING SO. 


TSA -- OR EXCUSE ME, PSA AN -- 


CAN TAKE THIS DOWN, MS. HOLLIMAN. 


PSA ANOTHER ASSAY THAT WAS RUN ON THE EDISON DEVICE IN 


PERIOD BEFORE YOU BECAME THE LAB DIRECTOR? 


YES, 


THAT'S MY UNDERSTANDING. 
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Q. OKAY . 


23 


AND IN CONNECTION WITH YOUR REVIEW OF THE CMS 


REPORT AND RESPONDING TO CMS, DID YOU HAVE DISCUSSIONS WITH 


MS. HOLMES ABOUT WHAT CMS WAS FINDING WITH RESPECT TO CMS AND 


WHAT YOU WERE FINDING AND WHAT THAT -- HOW TO RESPOND TO THAT? 


A. I COULD USE A LITTLE MORE SPECIFICITY, MR. LEACH, IF YOU 


MAY. 


THAT 


IN T 


WAS A COMPOUND QUESTION. LET ME ASK IT BETTER. 


HIS 2015 OR 2016, MARCH AND APRIL TIME PERIOD, DID YOU 


HAVE DISC 


USSIONS WITH MS. HOLMES ABOUT THE COMPANY'S PSA TEST? 


DID. 


AND 


VAS THAT IN THE CONTEXT OF SOME OF THE CMS FINDINGS 


AND HOW TO RESPOND TO THAT? 


A. IT WAS RELATED TO THE CMS FINDINGS. 


OKAY. 


DESCRIBE TO US YOUR CONVERSATIONS WITH MS. HOLMES? 


ECALL USING THE PSA TEST AS AN EXAMPLE OF THE EDISON'S 


ERROR PROPENSITY OR GENERATING ERROR -- ERRONEOUS RESULTS. 


Q. OKAY . 


AND DID YOU GIVE MS. HOLMES A PARTICULAR REASON WHY 


YOU THOUGHT THE EDISON WAS PRONE TO ERRONEOUS RESULTS? 


A. YES. 


IN REVIEWING THE DATA, IT ENDED UP BEING AN EASILY 


DIGESTIBLE EXAMPLE OF THE EDISON'S ERRORS AND THAT I RECALL 


QUITE A FEW FEMALE PATIENTS RETURNING PSA RESULTS, WHICH WOULD 


BE HIGHLY 


UNLIKELY. 


Q. WHY WAS THAT A RED FLAG TO YOU? 


A. BECAUSE FEMALES SHOULD GENERALLY NOT HAV! ETECTABLE. 


IT SHOULD 


ONLY BE DETECTED IN MALES. 
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24 


on AND WHY WERE YOU BRINGING THIS TO MS. HOLMES'S ATTENTION? 


A. IT WAS JUST TO EXEMPLIFY WHAT WE WERE DISCUSSING REGARDING 


SOME OF 


Q. AND AFTE 


A. YES, 


THE ERRORS SEEN ON THE TSPU. 


EXPLANATION. 


I BELIEVE SO. 


R THIS CONVERSATION WITH 


BACK TO YOU ABOUT WITH ANY LITERATURE 


MS. HOLMES, DID SHE COME 


RELATING TO PSA RESULTS? 


SHE OFFERED AN ALTERNATIVE 


Q. AND WHAT WAS THE ALTERNATIVE EXPLANATION? 


A. DON'T REMEMBER THE DETATLS, 


OF AN ARTICLE OR TWO 


FRACTION OF AS 


FROM TIME TO TIME EXH 


IBITING PSA RI 


BUT IT WAS ALONG THE LINES 


DESCRIBING A FEW, I BELIEVE IT WAS A 


UBSET OF A RARE BREAST CANCER AND THOUGH FEMALES 


ESULTS FROM THEIR TUMORS. 


AND WAS THAT EXPLANATION SATISFYING TO YOU? 


aiAE 


SEEMED IMPLAU 


SIBLE. 


Q. LET ME MOVE FORWAR 


D IN TIME, PLE 


LATE TIME PERIOD OF MARCH OF 2016. 


HAVING REVIEWED THE FORM 2567, 


WITH THE COMPANY'S RESPONSES? 


DO RECALL 


CALLED A PATIENT 


AND DID YOU -- YOU MENTIONED SOMETHING | 


WHAT IS THAT? 


A. YES. THOSE WERE 


EVALUAT] 


THAT. 


: END OF OR THE 


DID YOU WRITE BACK TO CMS 


IMPACT ASSESSMENT. 


[ON OF WHETHER 


HARM. 


ESTS Li 


RIPTIONS OF OUR ASSESSMENTS ON OUR 


ED TO POT! 
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‘ED STATI 
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Q. 


25 


AND IN THE COURSE OF, IN THE COURSE OF PREPARING THESE 


PATIENT IMPACT ASSESSMENTS, WERE YOU -- DID YOU VIEW YOURSELF 


AS FULFILLING YOUR 0! 


A. 


Q. 


YES, JI DID. 


AND WHY DID YOU FEEL THAT WAS PA 


BLIGATIONS AS THE CLIA LAB DIRECTOR? 


THE CLIA LAB DIRECTOR? 


A. 


RT OF YOUR OBLIGATIONS AS 


THAT'S NOT ONLY A REGULATORY OBLIGATION BUT A PROFESSIONAL 


ONE AND AN ETHICAL ONE AS WELL. 


Q. 


SPI 


ECIFICALLY PAG! 


OKAY. LET ME DRAW YOUR ATTENTION BACK TO 7603, 


ES 82 AND 83. 


DO YOU HAVE THAT IN FRONT OF YOU, DR. DAS? 


DO. THANK YOU. 


AND ON PAGE 82 THERE'S A CFR SECTION 493.1291, 


STANDARD TEST REPORT. 


A. 


Q. 


PATIENT TEST RESULTS ARE DETECTED, TH 


DO YOU SEE THAT? 


YES, I SEE THAT. 


AND IF YOU LOOK ON PAGE 83, THER 


DO YOU SEE WHERE IT SAYS, 


"WHEN ERRO. 


E'S A SUBPARAGRAPH K. 


RS IN THE REPORTED 


E LABORATORY MUST DO TH 


FOLLOWING"? 


A. 


Q. 


AS THE LABORATORY 


I DO SEE THAT. 


OKAY. AND DOES THAT LAY OUT CERTAIN THINGS THAT YOU FELT 


IN K WAS SATISFIED? 


A. 


DIRECTOR NEEDED TO BE DONE IF THE CONDITION 


THAT'S CORRECT, THAT'S STANDARD PRACTICE. 
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Q. 


YOU, AS THE LAI 


OKAY. 


TEST RESULTS? 


A. 


Q. 


ACTION P 


RESPONSI 


WE DID. 


AND DID YOU F! 


BILITIES? 


A. 


Q. 


IN THE COURSE OF RESPONDING TO THE CMS 2567, 


26 


DID 


BORATORY, DETECT ERRORS 


IN THE 


PATIENT REPORTED 


HL THAT YOU WERE REQUIRED TO TAKE CERTAIN 


YES, THAT'S CORRECT. 


LET ME 


DO YOU HAVE 


YES, I DO. 


DO YOU RECOGNIZE 


THAT 


URSUANT TO THIS CLIA REGULATION AND YOUR PROFESSIONAL 


DRAW YOUR ATTENTION, PLEASE, TO EXHIBIT 4943. 


I DO IN GENE 


RAL, 


OKAY. 


IT LOOKS LIKI 


THE FIRST PAGE OF 


IN FRONT OF YOU, DR. DAS? 


4943? 


NOT THE SPECIFIC PAGE, THOUGH. 


IN GENERAL, WHAT IS THIS? 


WE SUBMITTED 


E IT'S A TABLE OF CONT! 


TO CMS AS EVIDENCE. 


AS PART OF YOUR REVIEW AND | 


THAT'S CORRECT. 


OKAY. 


: BOTTOM WITH TAB N 


DO YOU SEI 


YES, I DO. 


OKAY. AND W. 
DO YOU SEE T 


I DO. 


THE PI 


OKAY. WE'LL 


RINT IS RATH 


ESPONS] 


ENTS FOR THE ] 


E TO THE 2567? 


, WE'LL -- 
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ER SMALL. 


RE'S A ROW -- THE 


THIRD ROW FROM 


E CAN NOW TURN TO PAGE 9. 
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A. WE'LL MANAGE. 


27 


Q. AND IS THIS A PATIENT IMPACT ASS 


TO CMS FOLLOWING YOUR 


ESSMENT 


REVIEW OF THE 2567? 


A. I'LL NEED JUST A MOMENT TO REVIEW IT. 


Q. YES. THANK YOU. 


PAUSE IN PROCEEDINGS. ) 


THE WITNESS: YES, I BELIEVE SO. 


MR. LEACH: 


MR. WADE: 


THE COURT: 


THE COURT WILL OVER 


THAT WAS PROVIDED 


YOUR HONOR, I OFFER PAGE 1 AND 9 OF 


E IN PROCEEDINGS. ) 


JUST THE SAME OBJECTIONS, YOUR HONOR. 


ALL RIGHT. 


THANK YOU. 


RULE THE OBJECTION. 


(EN LATD. JI THINK THER! 


G 
a 


E, AND THAT IS OVERRULED 


E WAS A PREV] 


NOW 1 


BY THE TESTIMONY OF TH 


NESS. THE OBJECTION IS OVERRULED. 


(GOVERNMENT'S EXHIBIT 4943, PAG 


EVIDENCE. ) 


MR. LEACH: 


YOUR HONOR? 


THE COURT: 


BY MR. LEACH: 


THANK 


YES. 


ES 1 AND 9, WAS RECEIVED I 


YOU, YOUR HONOR. 


Q. JUST TO ORIENT THE JURY, DR. DAS 


BELIEVE THIS WAS A DOCUMENT 


A. YES, I BELIEVE SO. 


THAT WAS SUBMITT! 


UNIT! 


ED STATI 
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[OUS 407 OBJECTION THAT WAS 
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ED TO CMS? 


ES COURT R 


EPORTERS 


02: 


02: 


02: 


02: 


02: 


02: 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


$32 


oe, 


Boe, 


132 


roe 


$32 


noe 


332 


$32 


ee 


$32 


soe 


732 


732 


Poe 


{32 


$32 


332 


woe 


1PM 


1PM 


1PM 


1PM 


1PM 


1PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 172 of 210 


Case 5:18-cr-00258-EJD_ Document 1285 Filed 01/18/22 Page 158 of 203 
DAS DIRECT BY MR. LEACH 58 


28 


OKAY. VE WERE TALKING ABOUT THE THIRD ROW. TAB 3 


RE'S SOME REFERENCE TO TPS 3.5 EDISONS AND SOME CERTAIN 


INGS IN THE 2567. 


AND DO YOU SEE THAT? 


As YI 


Q. OKAY. AND IF WE CAN PLEASE DISPLAY PAGE 9. AND LET'S 


HIGHLIGHT THE FIRST HALF OR BLOW UP, ENLARGE THE FIRST TOP HALF 


OF THE DOCUMENT RIGHT THERE ALL OF THE WAY DOWN TO PATIENT 
IMPACT. 


THAT'S FINE, MS. HOLLIMAN. THANK YOU. 


IS THIS SOMETHING THAT YOU HAD A HAND IN DRAFTING, 


DR. DAS? 


A. T DON'T REMEMBER THE SPECIFIC DOCUMENT, BUT IT DOES LOOK 


FAMILIAR. 


Q. OKAY. YOU RECALL WORKING ON PATIENT IMPACT ASSESSMENT IN 


RESPONSE TO 2567? 


A. YES, EED. 


OQ. AND WAS THAT SOMETHING THAT YOU FELT YOU HAD TO DO AS THE 


LAB DIRECTOR? 


THAT'S CORRECT. 


Q. OKAY. UP AT THE TOP THERE'S A LIST OF DEFICIENCIES AND 


THERE'S SOME D TAGS, D5403, D5481, D5791, De6102, AND D6115. 


DO YOU SEE THOSE? 


I DO. 


AND WHAT ARE THOSE? 
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A. THOSE APPEAR TO BE THE SPECIFIC D TAGS REFERENCED IN THIS 


PATIENT IMPACT ASSESSMENT. 


Q. AND THOSE D TAGS ORIGINATE FROM TH 


A. THAT'S CORRECT. 


Q. AND EARLIER WE WERE LOOKING AT A D TAG FOR 2571, FINDING 


NUMBER 3? 


A. I BELIEVE WE WERE. 


Q. AND SO DO YOU BELIEVE THAT THIS PATIENT IMPACT ASSESSMENT 


RELATES TO THE PORTION OF THE CMS REPORT THAT WE JUST LOOKED 


AT? 


A. I EXPECT SO. 


Q. OKAY. THIS SAYS, "THE LABO 


DESCRIPTION OF PRIOR 


IS THAT A REFER 


EXPLAIN THE CONCLUSIONS SUBMITT 


ANALYSIS WE 


RATORY AGREES THAT ITS 


RE LACKING SUFFICIENT DETAIL TO 


iD IN THE RESPONSE. 


ENCE TO PRIOI 


MADE TO CMS? 


ELIEVE SO. 


| ENTIRETY OF THE PRIO. 


R ANALYSIS OF TPS 3.5 QC DATA AN 


R RESPONSES THAT THERANOS HAD 


HEN READS, "UPON A REVIEW OF THAT RESPONSE, INCLUDING 


PATIENT TEST RESULT DISTRIBUTIONS FOR ALL ANALYTES DURING THE 


TIME PERIOD EXAMINED, THE LABORATORY MADE NOTE OF POOR QC 


PERFORMANCE THROUGHOUT." 


IS THAT AN ACCURATE STATEMENT? 


THAT IS AN ACCURATE STATEMENT. 


AND THE PATIENT 


TEST RESULT 


DISTRIBUTIONS THAT YOU'RE 


UNI 
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30 


TALKING ABOUT THERE, DID THAT REFER TO ALL TESTS RUN ON THE 


A. YI 


OKAY. 


EDISON DEVICE? 


ES, ALL TESTS. 


1 EDISON DEVICE? 


I BELIEVE IT WAS A TOTAL OF 12. 


Q. OKAY. TWELVE TESTS RUN ON THE 


THE LIFE OF T 


A. THAT IS 


Q. IT THEN SAYS, 


RETROSPECTIVE ANALYSIS FOR 2014 AND 2015 OC DATA." 


"THEREFORE, 


HE CLIA LAB? 


MY UNDERSTANDING. 


AND DO YOU HAVE A MEMORY OF HOW MANY TESTS WERE RUN 


EDISON DEVICE 


THROUGHOUT 


LABORATORY CONDUCTED AN EXPANDED 


WHAT DOES THAT MEAN? 


A. IN GENERAL THAT 


THAT WE LOOKED AT B 


ECAUSE WE I 


DENTIFIED ISSU 


ES WITH THE 


MEANS WE EXPAND THE RANGE OF THE QC DATA 


ORIGINAL DATA, MEANING WE WANT 


PERFORMANCE EXTENDED. 


YOU WANT! 


ED TO LOOK AT A BROADER UNIVE 


ED TO SEE HOW FAR THE 


YES, THAT'S ONE WAY TO DESCRIBE IT. 


OKAY. 


Y 


OKAY. 


I DON'T KNOW HOW TO DI 


HOW ABOUT AFTER SOME 


Y 


IT THEN SAYS, 


ES, SOME 


ES, THAT'S CORR 


CT. 


ESCRIBE. 


DIALOGUE. 


"THE 


UNIT 


ED STATES 


ER -464 


COURT REPORTERS 


POOR 


AND THAT'S WHAT YOU'RE REPORTING TO CMS? 


AFTER EXTENSIVE DIALOGUE WITH MS. HOLMES? 


DIALOGUE WITH MS. HOLMES? 


LABORATORY NOTED MULTIPLE AND RECURRENT 
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WHAT 


A. PLEASE 


DOES THAT M 


HAN? 


GIVE A MINUTE TO REVIEW THAT. 


(PAUSI 


IN PROCE! 


THE WITNESS: 


AVERAGE VALU 


TRYING TO REACH, OR THAT THE LABORATORY WAS TARGETING, 


DINGS. ) 
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OF ABRUPT SHIFTS IN 


SO THAT FIRST PART MEANS THAT THE 


ES OF QUALITY CONTROL, TH 


BEING SHIFTED UNEXPLAINEDLY. 


BY MR. 


LEACH: 


EH TARGETS THAT WE WERE 


Q. "HIGH RATES OF 1-2S QC RULE FAILURES." 


WHAT I 


S MEANT BY "J 


A. SO THI 


THAT THE 


CMS 


-28"? 


WERE 


S 1-2S ACTUALLY REFERS TO THE SAME QC RULE FAILURES 


IT WAS 5791 


, L BELIEVE. 


Q. AND THE 


A. YES. 


SO THE 2S REF! 


1-2S, THAT'S STAN 


REFERRED TO IN THE D TAG. 


Q. AND "QC CV'S FAR ] 


PROCESS." 


EXCEI 


SO THI 


INSPECTORS WERE NOTING IN THAT D TAG. 


EY CALL IT A -- 


DARD DEVIATIONS? 


ERS TO 2 SD ANALOGOUS TO WHAT IS BI 


I BELIEVE 


EDING LIMITS FOR A STABLE ! 


WHAT DID THAT MEAN? 


A. TO SIMPLIFY THAT ON 


LOT OF IMPRECISION NOTED. 


Q. AND IS 


IMPRECISION DI 


E A BIT, 


ES TRABL! 


A. UNDESI 


RABLE. 


IT JUST MEANS THAT THE 


ES TRABLE? 
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Q. LET'S ZOOM OUT, MS. HOLLIMAN, AND LOOK 


32 


AT THE NEXT TWO 


PARAGRAPHS IN THIS PATIENT IMPACT ASSESSMENT. 


DO YOU SEE WHERE IT SAYS PATIENT IMPACT, DR. DAS? 


A. YES, I DO. 


Q. AND THIS READS, "ALTHOUGH THI 


FROM TARGET MEANS DOES NOT NECESSA 


AND MAGNITUDE OF BIAS ON PATI 


IN MATRICES, THE QC FAILURES I 


E MAGNITUDI 


E OF OC DEVIATIONS 


RILY REFLECT THE EXACT NATURE 


ENT RESULTS BECAUSE OF DIFFERENCES 


DENTIFIED BY THIS COMPREHENSIVE 


RETROSPECTIVE ANALYSIS REFLECT A GLOBAL AND LONG-TERM FATLURE 


OF THE QUALITY CONTROL PROGRAM FOR THIS INSTRUMENT, AS WELL AS 


LURES OF RELATED QUALITY ASSURANCE PROCEDURES THAT SHOUL 


HAVE ALERTED THE LABORATORY TO CORRECT SUCH 


PROCESS." 


WHY DID YOU INCLUDE THIS IN THE PATTI 


AN UNSTABLE 


ENT IMPACT PORTION OF 


THIS? 


A. FIRST OF ALL, THAT'S QUITE A MOUTHFUL. 


YES. 


THIS WAS JUST TO DESCRIBE OUR FINDINGS. 


AND "THE LABORATORY HAS CONCLUDED THAT 


PATIENT IMPACT FOR EVERY T! 


THERE IS A POSSI! 


TPS 3.5 INSTRUMENTS." 


IS THAT WHAT YOU COMMUNICATED TO CMS? 


YES, I BELIEVE SO. 


AND WAS THAT YOUR VII 


YES, IT WAS. 


EW AT THI 


UNITED S'° 


EST REPORTED FROM THE LABORATORY'S 


TATES COURT REPORTERS 


E R -466 
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Q. IN CORRECTIVE ACTION IT READS, "THE FRACTION OF PATIENT 


RESULTS TRULY IMPACTED, AND THE NATURE AND MAGNITUDE OF ANY 


EFFECT ARE UNKNOWN. OUT OF AN ABUNDANCE OF CAUTION, THE 


LABORATORY HAS VOIDED ALL PATIENT TEST RESULTS REPORTED FROM 


THE TPS 3.5 INSTRUMENTS." 


DO YOU SEE THAT? 


A. I DO SEE THAT. 


Q. OKAY. AND DID YOU, IN FACT, VOID ALL OF THE TEST RESULTS 


FROM THE EDISON DEVICE FROM THE 2014, 2015 TIME PERIOD? 


A. YES, WE DID SO. 


om OKAY. AND THEN IT SAYS, "MANY CORRECTED REPORTS HAVE BEEN 


TRANSMITTED AND THE REMAINDER ARE BEING TRANSMITTED. 


TRANSMISSION WILL BE COMPLETE BY MARCH 31ST, 2016." 


DO YOU SEE THAT LANGUAGE? 


Y 


Q. DID YOU HAVE DISCUSSIONS WITH MS. HOLMES ABOUT HOW TO 


COMMUNICATE THE VOIDING OF THE TESTS TO CMS AND OTHER 


CONSTITUENCIES? 


A. COULD YOU BE MORE SPECIFIC. 


Q. DID YOU HAVE CONVERSATIONS WITH MS. HOLME BOUT HOW TO 


COMMUNICATE THERANOS'S VOIDING OF THE TESTS? 


A. YES, WE DI 


DESCRIBE THE SUBSTANCE OF WHAT WAS SAID? 


I DESCRIBED OUR RATIONALE FOR VOIDING THESE TESTS WHICH 


RELIED ON SOME OF THE THINGS THAT WE DISCUSSED EARLIER, WHICH 
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WAS 


T 


REE 


ERE 


Srl 
G 


iD HERE, AS WELL AS 


REF 


ERE 


Srl 
G 


1D HEI 


THE PATIENT T! 


EST RESULTS THAT WER 


34 


HE VALIDATION DATA AS WELL AS THE QC DATA THAT IS 


RE, AND IT WAS -- I CAN'T REMEMBER ALL OF THE 


CONSTITUENTS AT THAT MEETING, BUT I TRIED TO PRESENT IT INA 


MORI 


a 
i 


UNDERSTANDABLE FORMAT. 


IN DESCRIBING THAT THESE INSTRUMENTS APPAR 


sO I 


DESCRIBED THE ISSUE IN TERMS OF THE VALIDATION DATA 


PERFORMING FROM THE VERY BEGINNING. 


Q. 


WHETHI 


ENTLY WERE NOT 


AND DID MS. HOLMES MAKE ANY STATEMENTS TO YOU ABOUT 


WHETHER SOMETHING ELSE SHOULD BE CO) 


(R WHAT YOU JUST SAID SHOULD BE COMMUNICATED TO CMS OR 


MMUNICATED? 


A. 


A. 


OF HER DEPUTIES AN 


WAS 


ALONG THE LINES OF IT NOT BEING AN INSTRUMENT FAILURE 


YES. 


I RECALL HER OFFERING AN ALT! 


ERNATIVE EXPLANATION. 


TELL US ABOUT THAT, PLEASE. 


I DON'T REMEMBER THE EXACT WOR 


D PROVIDED AN ALT 


DS, BUT SHE POINTED TO ON 


ERNATIVE 


EXPLANATION, WHICH 


PER SE BUT RATHER THE, QUOTE, "A FATLURE OF THE QUALITY CONTROL 


AND QUALITY ASSURANCE PROGRAM AROUND IT." 


Q. 


DESCRIBE IT AS JUST A QUALITY CONTROL ISS 


A. 


Q. 


A. 


AND DID YOU THINK IT WAS A COMPLETE EXPLANATION TO 


NO, SIR. 


HOW COME? 


UE? 


= 
FE}? 


BECAUSE THE VALIDATION DATA HAD NO BEARING ON THE QUALITY 


CONTROL OR QUALITY ASSURANCE PROGRAM. 


Q. 


AFTER THE TESTS WERE VOIDED, DR. DAS, DID THERANOS EVER 


UNITED STAT! 


E R -468 
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35 


RESUME TESTING ON THE 3.5 DEVICE IN THE CLIA? 


THE COURT: I'M SORRY. 


THE WITNESS: COULD YOU REPEAT THE QUESTION, PLE 


BY MR. LEACH: 


Q. AFTER THE VOIDING OF THE TESTS AT SOME POINT IN MARCH OR 


APRIL OF 2016, DID THERANOS EVER RESUME TESTING ON THE 3.5 IN 


THE CLIA LAB? 


A. NO, NOT TO MY KNOWLEDGE. 


Q. OKAY. DID YOU EVER RECOMMEND THAT TESTING BE RESUMED IN 


THE CLIA LAB? 


NO. 


AND WHY WAS THAT? 


IT FOUND THESE INSTRUMENTS TO BE UNSUITABLE FOR CLINICAL 


MR. LEACH: YOUR HONOR, I NOTE THE TIME. THERE 


SOME ADDITIONAL PORTIONS OF THE CMS REPORT THAT I WANT TO GO 


THROUGH, BUT I THINK I MAY BENEFIT FROM A BREAK TO WORK THROUGH 


SOME OF THE REDACTIONS, AND THEN I THINK I'LL TENDER THE 


WITNESS. 


THE COURT: ALL RIGHT. LET'S TAKE A BREAK NOW. 


SHOULD WE TAKE 30 MINUTES? IS 30 MINUTES GOOD? LET'S DO THAT. 


WE'LL TAKE A 30 MINUTE BREAK, LADIES AND GENTLEMEN, AND THEN 


WE'LL FINISH OUR DAY. THANK YOU. 


YOU CAN STAND DOWN, SIR, AND COME BACK IN ABOUT 


30 MINUTES. 
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TH 


THI 


E WITNESS: 


E, COURT: 


YOU'RE WELCOME. 


(JURY OUT AT 2:42 P.M.) 


TH 


DR. DAS, YOU CAN STAN 


THE WITNESS: 


THE 


PROBABLY. 


E COURT: 


CLERK: 


THE COURT: 


THAT OUR JURY HAS LI 


THE COURTROOM. 


YOU SAID? 


MR. LEACH, YOU WANT A |] 


MR. LEACH: 


MORE 


WITNESS ON THE BASIS T 


WORK THROUGH 


EFT FOR OUR BR 


PLEASE BE SEATED. 


THANK YOU. 


YOU CAN GO OUTSIDI 


ALL RIGHT. 


YES, YOUR HONOR. 


HAT WE DISCUSSED EARLIER. 


36 


THANK YOU, YOUR HONOR. 


THANK YOU. 


D DOWN IF YOU WOULD LIKE. 


FE; COURTROOM 


THE RECORD SHOULD REFLECT 


BAK, AND THE WITNESS HAS LEFT 


BREAK TO DO SOME REDACTIONS I THINK 


I THINK THERE ARE TWO 


PORTIONS OF THE REPORT THAT I'D LIKE TO ADMIT THROUGH THIS 


I'D LIKE TO 


THE 


REDACTIONS AND THEN I WILL BE 


COMPLETE. 


THE COURT: 


COMFORTABLE, 


MAY] 


MR. WADI 


MR. LEACH: 


THE 


COURT: 


E& YOU CAN SHARE 


ALL RIGHT. 


TO THE EXTENT THAT YOU FEEL 


THE REDACTIONS WITH 


YES. 


-- SO WE CAN TAKE 


CARE OF ANY OBJECTIONS 


OR ANYTHING IF WE CAN, IF THAT'S POSSIBLE. 


OKAY. 


MR. LEACH: 
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MR. WADE: YOUR HONOR, IF I MIGHT BRIEFLY? 


DID JUST WANT TO RAISE AND REITERATE ‘HE POINT THAT WE 


RAISED BEFORE ABOUT THE AIDING AND ABETTING LIABILITY AND WHICH 


IS NOWHERE AT ISSUE IN THIS CASE, AND WE RAISED IT AND 


SPECIFICALLY RAISED THE IDEA OF FOCUSSING ON THAT ISSUE. 


IT'S 


MR. LEACH 


MY UNDERSTANDING FROM THE COLLOQUY THIS MORNING THAT 


WAS NOT GOING TO SPECIFICALLY FOCUS ON THAT. 


INSTEAD, IN THE EXAMINATION HE DID EXACTLY THAT. HE WENT 


EXACTLY TO THAT PROVISION. HE FOCUSSED ON THAT PROVISION, 


WHICH IS NOT AT ISSUE, BUT CREATES THE IMPLICATION WITH THIS 


JURY THAT 


IT IS AT ISSUE. 


AND SO WE WOULD ASK THAT THE CURATIVE INSTRUCTION -- THAT 


THE INSTRUCTION THAT WE PROVIDE BE SUBMITTED AND AN INSTRUCTION 


BE GIVEN THAT THAT PROVISION IS NOT RELEVANT TO THIS MATTER. 


I UNDERSTAND THAT WE HAVE EXTENSIVELY QUESTIONED WITNE 


ON REGULATORY RESPONSIBILITIES. ALL OF THOSE REGULATORY 


RESPONSIB 


ILITIES ARE RELEVANT TO THE ACTIONS IN THE CASE. 


FOCUSSING ON THAT PROVISION AND CREATING THE IMPRESSION 


THAT THE 


EF IS SOME LIABILITY ON THE PART OF THE OWNER FOR 


AIDING AN 


D ABETTING A CLIA VIOLATION WHEN THAT IS NOT AN ISSUI 


IN THIS CASE IS INCREDIBLY PREJUDICIAL. SO WE -- 


THE COURT: JI APPRECIATE THAT, AND WE DID DISCUSS 


THIS. THIS DOCUMENT WAS PUT IN EVIDENCE, I THINK BY THE 


DEFENSE, AND AS I INDICATED, IT'S FAIR GAME TO EXAMINE ON WHAT 


IT IS. 
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I THINK WHAT WE TALKED ABOUT THIS MO 


GOVERNMENT WOULD NOT BE PERMITTE 


WAY THAT THIS IS AN AIDING AND Al 


REGULATORY SCHEME. 


MR. LEACH? 


D TO ARGU. 


38 


RNING WAS THE 


TO THE JURY IN ANY 


ETTING CASE BASED ON A 


MR. LEACH: THAT IS CORRECT, YOUR HONOR, AND I DID 


NOT ARGUE THAT. I DREW ATTENTION TO THE PROVISION. BUT I IN 


NO WAY SUGGESTED THAT MS. HOLMES AIDED AND ABETTED A CLIA 


VIOLATION. 


I WAS BRINGING SOMETHING TO THE JU 


RY'S ATTENTION THAT IS 


IN EVIDENCE THAT IS A POSSIBLE CONSEQUENCE AFFECTING OWNERS AND 


OPERATORS OF ALL LABORATORIES, AND I DON'T THINK THERE WAS 


ANYTHING INAPPROPRIATE WITH THE GOVERNMENT'S EXAMINATION ON 


THAT POINT. 


THE COURT: I THINK THAT -- AND I UNDERSTAND YOUR 


CONCERN, THE DEFENSE CONCERN ABOUT T 


ALREADY. YOU SUBMITTED SOME 


MY SENSE IS I WILL -- AND YOU'L 


THING, BUT 


HAT. 


L DRAFT IF YOU HAV. 


APPROPRIATE TO GIVE THAT NOW. 


IT WITH FINAL INSTRUCTIONS. 


HIGHLIGHT IT. 


I DON'T THINK T 


I THINK IT'S APPROPRIATE TO GIVE 


I THINK IF I GIVE AN INSTRUCTION NOW, IT WILL ONLY 


MR. WADE: I'M OKAY WITH HIGHLIGHTING THIS ISSUE, 


IT CREATES -- THE IMPRESSION IS 


YOUR HONOR, BECAUSE I THINK 


RIPE IN THE AIR. 


UNITED STAT! 


ER -472 


ES COURT R 


EPORTE 


RS 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


02 


746 


746 


746 


746 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


247 


248 


248 


748 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 183 of 210 


Case 5:18-cr-00258-EJD_ Document 1285 Filed 01/18/22 Page 169 of 203 
DAS DIRECT BY MR. LEACH 58 


IT UNDERSTAND THERE'S EVIDENCE 


39 


IN THE CASE, BUT THERE'S 


QUESTIONING OVER OBJECTION ABOUT A 


RELEVANT IN THE CASE AND 


VALUE IN DOING THAT, AND 


SO WE WOULD AGAIN REQUES 


FOCUSSING 


THERE'S A 


T THAT THE 


PROVISION THAT IS NOT 


-—- THER! 


E'S NO EVIDENTIARY 


HIGH DEGREE OF PREJUDICE. 


WE THINK IT'S BEEN PUT BEFORE 


INCONSISTENT WITH WHAT COUNSEL HAD 


INSTRUCTION BE GIVEN. 


THE JURY IN A WAY THAT WAS 


REPRESENTED WOULD BE DONE, 


AND WE THINK IT'S INCREDIBLY PREJUDICIAL. 


SO WE THINK THE ONLY 


REMEDY FOR US AT THIS POINT IS TO GIVE THE INSTRUCTION NOW TO 


MAKE SURE WE AVOID THAT CONFUSION. 


THE COURT: WELL, THANK YOU FOR THAT. 


I DID -- PART OF OU 


RECOGNIZED THE CROSS-EXAI 


DIRECTORS AND THERE WAS 


TO THOSE DIRECTORS REGAR 


RESPONSIBLE. 


AND THAT'S APPROPRIATE QU. 


DING YOU'RE 


R COLLOQUY THIS MORNING WAS THAT I 


MINATION OF THE TWO PREVIOUS LAB 


EXTENSIVE AND MULTIPLE QUESTIONS POSED 


RESPONSIBLE, YOU'RE 


ESTIONS. 


LEGALLY CORRECT, THEY WERE RESPONSIBLE. 


AS I OBSERVED, SHOWING WHAT WAS ALREADY IN EVIDENCE AN 


TALKING ABOUT THAT MIGHT EQUATE TO A BALANCING OF, WELL, THE 


ARE OTHER REGULATIONS ABOUT THAT. 


AND I THINK IT'S 


LEACH AGREES WITH 


BUT I AGREE WITH YOU, AND I THINK MR. 


YOU AND ME, THAT THIS IS NOT GOING TO BE ARGUED AT ALL AS ANY 


EVIDENCE FOR CONVICTION IN THIS CASE. 


I DON'T THINK THAT -- AS I SAY, I DON'T THINK A JURY 
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INSTRUCTION RIGHT NOW WILL IN ANY WAY ASSUAGE THE CONCERNS THAT 


YOU HAVE, BUT I THINK IT WOULD CAUS! 


FE MORE DAMAGE TO DRAW 


ATTENTION TO THAT. THAT'S JUST MY OPINION NOW. I JUST THINK 


THAT DRAWING ATTENTION 


THINK ABOUT IT IN AN 


MR. LEACH, DO YO 


MR. 


LEACH: I DO BRI 


NTOWARD MANNER. 


TO IT NOW WILL PERHAPS CAUSE THEM TO 


U WANT TO BE HEARD ON THIS? 


EFLY, YOUR HONOR. 


I DON'T MEAN TO PROLONG THIS, BUT THE FACT THAT OWNERS AND 


OPERATORS FACE REVOCATION OF THEI 


R CLIA CERTIFICATION IF AN 


EMPLOYEE OR ANYBODY WITHIN THE LAB VIOLATES OR AIDS AND ABETS A 


CLIA VIOLATION IS A MOTIVE TO MAINTAIN A GOOD LAB, AND ALSO 


REALLY SCARY IF YOU'RE B 


GOOD LAB. 


SO IT'S THE EXISTENCE O 


AND IT'S 


EING TOLD THAT YOU'RE NOT MAINTAINING A 


F THE REGULATION THAT IS RELEVANT. 


ALSO RELEVANT TO CONFRONT THE FALSE SUGGESTION 


THAT -- AND I DON'T CAST ASPERSION ON MY COLLEAGUE WITH THAT, 


BUT THERE IS AN IMPRESSION, 


SO WE ARI 


THROUGH THE EXAMINATION OF 


RESPONSIBILITY. 


VIOLATION. 


FE NOT ARGUING THAT MS. HOL 


BUT WE ARE SAYING THAT 


DR. ROSENDORFF, THAT ONLY THE LAB DIRECTOR HAS ANY 


ES AIDED AND ABETTED A 


THIS REGULATION EXISTS AND IT'S 


SOMETHING THAT OWNERS AND OPERATORS IN GENERAL ARE AFFECTED AND 


MOTIVATED BY, AND I THINK THAT'S FAIR. 


THE COURT: 


UNITED STAT! 


ER-474 


ES COURT R 


EPORTE 


I THINK THE WAY IT WAS PRESENTED, 
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41 


MR. WADE, WAS THAT THE LABORATORY COULD LOSE THEIR LICENSE, AND 


THAT'S SOMETHING THAT COULD HAPPEN. 


CRIMINAL 


RAMIFICATIONS, AND I CONTINUE TO BE 


EVIDENCE OF A VIOLATION OF A CIVIL STATUTE 


IT, IT DIDN'T TALK A 


STATUTE. 


BOUT CRIMINAL LIABILITY. 


IT'S NOT A 


COGNIZANT OF THE 


IT'S A CIVIL STATUTE THAT HAS OTHER 


FACT THAT 


BE PERMITTED TO BE ARG 


STATUTE. 


HE 


ENS 


THAT'S INAPP 


STATUTE THAT 


R. 


MR. WADE: 


NO. 


ROPRIATE, AND WE ALL 


VAS READ TALKS ABOUT 


UED FOR A CONVICTION 


CANNOT AND WILL NOT 


OF A CRIMINAI 


KNOW THAT. 


THE LOSS OF 


LICENSE, 


TO BE SURE, 


IT IS, YOUR HONOR. 


E, AND THAT -- I THINK THAT'S A DIFFERENT, A DIFFERENT 


MY 


ONLY POINT IS THAT THERE'S ABSOLUTELY NO EVIDENCE OR ALLEGATION 


IN THIS CASE 


SO 


IMPRESSION THAT MY CLIENT DID. 


BY PUTTING THA 


THE ADMISSION OF IT. 


THAT MY CLIENT AI 


ED AND Al 


T UP TH 


ETTED A CLIA VIOLATION. 


THEY'RE 


RE, 


CREATING THE 


THAT'S WHY 


I SOUGHT TO PREVENT 


IT'S DIFFERENT FROM QUESTIONS TO A LABORATORY DIRECTOR 


ABOUT DO 


RESPONSI! 


YOU HAVE 


THIS 


RESPONSIBILITY AND DO YOU HAVE 


BILITY WITHI 


N THE 


LAB? 


ULTIMATE 


RESPONSIBIL 


BY THE WAY, TH 
WAS YES, AND IT WAS RELEVANT BECAUSE THOSE ARE THE 


DISPATCHING THE OBLIGATIONS WITHIN THE 


E ANSWE! 


THAT 


DO THE REGULATIONS SAY YOU HAVE 


ITY? 


R TO ALMOST ALL OF THOSE 


QUESTIONS 


ONES WHO ARE 


OUR -- MY CLIENT DOESN'T HAVE THE SAME RESPONSIBILITY. 


BORATORY. 


IF 
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ANYTHING, SHE'S EFFECTIVELY STRICTLY LIABLE WITHIN THE 


REGULATORY SCHEME FOR TH 


SO THEY'RE NOT REALLY ANAI 


DOESN'T HAVE THAT -- 


OGOUS IN THE SENSE 


E ACTIONS OF OTHERS. 


THAT SHE 


RECTOR -- OR THE COMPANY'S R 


HER RESPONSIBILITY IS TO HIRE A LAB 


ESPONSIBILITY IS TO HIRE A LAB 


ISPENSE THOSE OBLIGATIONS. 


SO I THINK IT'S A FALSE COMPARISON. 


I THINK IS INCREDIBLY PR 


EJUDICIAL. 


THE COURT: I 


AND I RECALL ONE OF 


DR. ROSENDORFF WAS ABOUT HIS ISSUES SUBSEQUENT TO EMPLOYMENT AT 


UNDERSTAND THAT. 


TRECTOR, AND THEN IT'S THE LAB DIRECTOR'S RESPONSIBILITY TO 


AND TO CREATE THE 


IMPRESSION WITH THIS JURY THAT THERE'S SOME AIDING AND ABETTING 


THE LAST QUESTIONS THAT YOU ASKED 


THE COMPANY AND THE 


RAMIFICATIONS OF THAT CONDUCT COULD BE 


THE 


FACT THAT HE WAS -- POTENTIALLY ONE OF THE 


LOSS OF A LICENSE. 


I THINK THAT'S WHAT YOU ASKED HIM AT THE LAST PART, RIGHT. 


AND SO -- 


MR. WADE: 


THE 


COURT: 


BUT THE 


RIGHT. 


LOSS OF A LICENSE 


RIGHT. 


IS A BIG THING FOR A LAI 


THAT WENT TO BIAS, YOUR HONOR. 


DIRECTOR. 


REGULATION, ONE OF THE RI 


BUT I TAKE YOUR POINT. 


E INSTRUCTION NOW 


I THINK WE CAN ALL AGREE WITH THAT. 


THIS IS THE 


EGULATIONS THAT POINTS TO THAT. 


I DON'T THINK IT'S NECESSARY TO 


MY SENSE IS THAT WE STILL HAVE A LOT OF EVIDENCE TO GO. 
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KNOW THE JURY IS TAKING NOTES. 


THIS. 


BUT THIS IS NOT GOING TO BE ARGU. 


PERMITTED TO BE ARGUED W. 


CLOSING ARGUMENT THAT 


AND IF YOU WANT TO PREPARE AN 


THE JURY SHOULD RI 


ED IN ANY WAY, BE 


THEY'RE BEING ATTENTIVE OF 


HY THE GOVERNMENT FEELS IN THEIR 


INSTRUCTIONS, I'LL LOOK AT IT. 


I INTEND TO GIVE ONE THAT IS PRO 


MR. LEACH. AND YOUR T 


HAM CAN PUT SOM 


RACH A CONVICTION AT 


INSTRUCTION FOR FINAL 


PHYLACTIC TO THAT EXTENT, 


ETHING TOGETHER, TOO, IF 


YOU WOULD LIKE, BUT THERE WILL BE AN INSTRUCTION THAT TALKS 


ABOUT THIS, ASSUMING YOU WANT IT TO 


E GIVEN AT THAT POINT. 


SO WE'LL TALK ABOUT IT THEN. 


MR. WADE: 


MR. LEACH: 


THE COURT: 


(RECESS FROM 2:53 P.M. UNTI 


(JURY IN AT 3:22 


THE COURT: 


ALL PARTIES PREVIOUSLY PRESENT ARE PR 


OKAY. 


THANK YOU, YOUR HONO 


ALL RIGHT. 


P.M.) 


THANK 


THANK YOU, YOUR HONOR. 


YOU. WE'RE 


THANK YO 


BACK ON THE RI 


MS. HOLMES IS PRESENT. 


DR. DAS IS ON TH 


MR. LEACH? 


MR. LEACH: 


R. 


U. 


[L 3:22 P.M.) 


ESENT ONCE AGAIN. 


THANK YOU, YOUR HONOR. 


GOOD AFTERNOON, DR. DAS. 


UNIT! 
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44 


I'D LIKE TO GO BACK TO EXHIBIT 4621, AND I THINK WE'RE NOW 


PREPARED TO DISPLAY THE PORTIONS OF 51, 


52, 53, AND 54 THAT 


WERE ADMITTED BUT WE WERE UNABLE TO R 


EDACT IN THE MOMENT. 


THE COURT: 


MR. LEACH: 


THE COURT: 


OH MY 


GOSH. DOES IT HAVE TO WARM UP? 


IT WAS TIRED. 


IT'LL SPARE COMMENT. 


IT HAS TO WARM UP, 


THERE WE GO. 


MR. LEACH: 


PORTION, THE D TAG 5791 AT THE BOTTOM OF THE PAGE. 


THE COURT: 


I BELIEVE WE'RE ONLY SHOWING THE BOTTOM 


AND COULD YOU IDENTIFY JUST FOR THE 


RECORD THIS PAGE, PLEASE, MR. LEACH? 


MR. LEACH: 


I WILL, YOUR HONOR. 


WE'RE LOOKING AT PAGE 51 OF EXHI 


BOTTOM OF THE PAGE TO 


D5791. 


BIT 4621. DOWN AT THI 


YES, YOUR HONOR. 


THE LEFT THERE'S AN 


I.D. PREFIX TAG 


DO YOU SEE THAT, DR. DAS? 


I DO. 


Q. AND JUST TO ORIENT US, TO THE RIGHT IS THER 


SECTION WITHIN CLIA? 


A. YES. 


Q. THAT'S 493.1289. 


THAT' 


S ONE OF THE REGULATIONS RELATING 


TO OPERATION OF THE CLIA LAB? 


A. YES. 


Q. AND THEN BENEATH THAT IN PARAGRAPH A IT SAYS, "THE 


UNIT! 
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LABORATORY MUST ESTABLISH AND FOLLOW WRITTEN POLICIES AND 


PROCEDURES FOR AN ONGOING MEC. 


WHEN INDICATED, CORR! 


SYSTEMS SPECIFIED." 


HANISM TO MONITOR, ASSESS, AND 


ECT PROBLEMS IDENTIFIED IN THE ANALYTIC 


DO YOU SEE THAT LANGUAGE? 


OKAY. 


THE TOP PO! 


IF WE COUL 


AND IF WE CAN GO TO 


RTION GOING -- THERE WI 


E GO. 


ESSENTIALLY SPELLING OUT THE CLIA REQUIREM 


PAGE 52, MS. HOLLIMAN, I THINK 


D HIGHLIGHT THE TOP PORTION OF THIS PAGE. 


DR. DAS, DO YOU SEE THE REGULATO 


IN COLUMN 2 BENEATH THE WORDS "CONTIN 


A. YES. 


IS THAT HOW YOU R 


YES. 


AND THI 


EN IT SAYS, 


DO YOU SEE THAT LANGUAGE’ 


ELT 


RY REQUIREMENT CONTINU 


HAD THIS DOCUMENT? 


"THIS STANDARD IS NOT MET AS EVIDE 


UED FROM PAGE 47"? 


IS STANDARD A TERM OF ART IN THE CLIA REGULATIONS? 


EVE IT IS LESS SEVERE. 


THEN DOES 
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FINDINGS BY CMS AS TO HOW, IN CMS'S VIEW, THAT STANDARD WAS NOT 


ES 
ES. 


Q. AND THAT 


OF YOUR WORK? 


A. YES. 


Q. IF WE CAN GO TO PAGE 53, DO YOU SEE THE FINDING AT THI 


'S WHAT YOU'RE TRYING TO RESPOND TO IN THE COURSE 


BOTTOM, "BASED ON REVIEW OF QUALITY CONTROL DATA AND MONTHLY OC 


REPORTS, THE LABORATORY FAILED TO HAVE A QUALITY ASSESSMENT 


PROCEDURE TO IDENTIFY AND CORRECT PROBLEMS WITH OC VALUES FOR 


THE THERANOS PROPRIETARY SYSTEM (TPS) WHEN PRECISION DID NOT 


MEET THE BORATORY'S REQUIREMENT FOR PRECISION." 


DO YOU SEE THAT? 


YES. 


Q. AND IS PRECISION A TERM THAT YOU'RE FAMILIAR WITH IN YOUR 


WORK AS THE LAB DIRECTOR? 


A. YES. 


AND WHAT 


IT'S A M 


IS PRECISION? 


HASURE OF THE SPREAD OF DATA. 


Q. AND IN THE COURSE OF RESPONDING TO THE 2567, DID YOU 


REVIEW A BROA 


A. YES. 


Q. LET'S GO 


MS. HOLLIMAN, 


D RANGE OF PRECISION DATA? 


TO PAGE 54, AND IF WE COULD ZOOM IN, 


ON THE TAGS DOWN TO D. 


DO YOU SEE IN B, DR. DAS, WHERE IT SAYS, "OC RESULTS WERE 
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47 


REVIEWED FROM JUNE 2014 THROUGH NOVEMBER 2014 AND JANUARY 


THROUGH FEBRUARY 2015 FOR VI 


TAMIN B12 


, VITAMIN D, AND SEX 


HORMONE BINDING GLOBULIN WHICH WERE USED FOR PATIENT TESTING ON 


E TPS DEVICES." 


DO YOU SEE THAT LANGUAGE? 


YOUR WORK? 


A. YES. 


Q. IN C IT SAYS, "VITAMIN 


IS THIS ALSO DATA THAT YOU REVIEW 


ED IN THE COURSE OF 


B12 QC LEVEL 1 AND LEVEL 3 ON 


DEVICE E 110 REVEALED THE FOLLOWING 


PERCENT CV: 34.3 PERCENT 


AND 48.5 PERCENT RESPECTIVELY FROM JANUARY 5TH, '15 THROUGH 


1=30=15.." 


DO YOU SEE THAT LANGUAGE 


YES. 


Ores AND THE DEVICE E 110, DID YOU UNDERSTAND THAT TO REFER TO 


A PARTICULAR EDISON DEVICE WITHIN THE LAB? 


DID YOU UNDERSTAND 


THAT TO REFER TO A DEVICE WITHIN THE LAB? 


A. YES. 


Q. AND THE QC LEV. 


THOSE TO REFER TO? 


A. THOSE ARE DIFFERENT LE 


THIS CASE VITAMIN B12. 


Q. AND CAN YOU -- AND WHAT IS THE PURPOSE OF DIFF 


LEVELS? 


ELS OF THE RE 


EVEL 3, WHAT DID YOU UNDERSTAND 
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A. 


48 


A LABORATORY IS REQUIRED TO RUN MULTIPLE LEVELS FOR EVERY 


QUANTITATIVE TEST, SO -- 


Q. 


A. 


Q. 


SO A HIGH LEVEL, A LOW LEVEL, SOMETHING IN 


CORRECT. 


OKAY. AND THIS SAYS TH 


48.5 PERCENT. 


A. 


WHAT WAS -- WHAT DID YOU UND 


ERE 34.3 AND 


ERSTAND THAT TO MEAN? 


IT APPEARS THEY'RE REFERENCING THOSE PARTICULAR LEVELS FOR 


THOSE QC. 


Q. 


AND ARE iF DES TRABLE 


OF QC? 


A. 


Q. 


THOSE WOULD BE UNDESIRABLE. 


EVELS OF OC OR UNDI 


AND IS THIS SOMETHING THAT YOU LOOKED INTO AS THE 


BORATORY DIRECTOR? 


YES. 


AND IF WE COULD ZOOM IN. 


IN D THERE'S SOME REFER 


ENCE ' 


ITAMIN B12, QC1, AND QC3 


ON DEVICE E 1085. 


IS THIS SIMILAR INFORMATION 


DEVICE THAT WAS BEING 


USED 


ELATI 


IN THE CLIA LA 


YES. 


AND IS THAT SOMETHING THAT YOU INV 


YES. 


ESTIGATE 


ING TO A DIFFERENT EDISON 


B? 


IF WE CAN ZOOM OUT, MS. HOLLIMAN, AND LOOK AT E THROUGH L, 


E THROUGH LITTLE I. 


UNIT! 
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DR. DAS, DID YOU UNDERSTAND THESE TO BE ADDITIONAL 


LAB? 


YES. 


Q. AND SIMILAR TO WHAT WE 


LOOKED AT 


EXAMPLES OF HIGH CV IN QC TESTING ON DEVIC 


ES WITHIN THE 


BEFORE 


THAT YOU INVESTIGATED AS PART OF YOUR 


A. YES. 


VORK? 


Q. AND AT ANY POINT IN TIME, DID YOU DISAGREE WITH WHAT CMS 


WAS FINDING HERE? 


A. NO. 


on LET ME DRAW YOUR ATTENTION TO -- 


YOU CAN TAKE THAT DOWN, MS. HOLLIMAN. 


LET ME DRAW YOUR ATTENTION, PLEASE, TO PAGE 40 OF 


EXHIBIT 4621. 


DO YOU HAVE THAT IN FRONT OF YOU, SIR? 


AND DO YOU SEE A D TAG, D5481? 


[IS D TAG R 


BLATE TO CONTROL PROCEDURE 


INCLUDING CONTROL PROCEDURES FOR EDISON DEVICES AND ASSAY 


PT INR? 


A. YES. 


MR. LEACH: 


YOUR HONOR, I OFFER 


-- AND I'VE PROVIDE 


THESE REDACTIONS TO MR. WADE, BUT AT THIS POINT I'M OFFERING 


UNIT! 
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50 


EVERYTHING ON PAGE 40 FROM THE D TAG 5481 DOWN THROUGH PAGE 47, 


WITH A REDACTION ON PAGE 45 BEGINNING WITH PARAGRAPH 1 IN THE 


SECOND COLUMN FROM THE LEFT, AND WITH ANOTHER REDACTION ON 


PAGE 46 WITH THE PARAGRAPH FOR B. 


AND I'VE PROVIDED THESE TO THE DEFENSE. 


MR. WADE: YOUR HONOR, I'M NOT SURE THE FOUNDATION 


EEN LATD WITH RESPECT TO THESE. 


THE COURT: CAN YOU LAY A FOUNDATION, MR. LEACH? 


MR. LEACH: YES. 


THE COURT: EXCUSE ME. IS THAT YOUR -- OTHER THAN 


THAT, THAT'S YOUR ONLY OBJECTION, WHICH IS TO SAY THAT YOU 


AGREE WITH THE REDACTIONS? 


MR. WADE: JI UNDERSTAND THE REDACTIONS. I MAY HAVE 


AN OBJECTION. 


BUT I'M JUST TRYING TO UNDERSTAND THE FOUNDATION AND TH 


PURPOSE FOR WHICH THEY'RE OFFERED. 


THE COURT: THANK YOU. 


MR. LEACH: I'LL LAY MORE FOUNDATION, YOUR HONOR. 


DR. DAS, IF YOU COULD JUST LOOK BRIEFLY AT PARAGRAPH 1 ON 


E 40, IS THERE A REFERENCE TO QC FOR AN ASSAY CALLED PT INR? 


YES. 


AND WAS PT INR ONE OF THE TESTS THAT THERANOS VOIDED? 


YES. 


Q. AND DID YOU HAVE DISCUSSIONS WITH MS. HOLME BOUT THI 


PT INR ASSAY AND HOW IT WAS RUN AT THERANOS? 
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A. 


Q. 


YES. 


51 


IF I DRAW YOUR ATTENTION TO PAGE 41, DO YOU SEE TOWARDS 


THE BOTTOM IN PARAGRAPH 2 THERE BEGINS A 


DISCUSSION 


RELATING TO 


QC AND VARIOUS ASSAYS ON THE EDISON DEVICE? 


YES. 


AND DOES THAT CONTINUE TO PAGE 45? 


YES. 


AND DID YOU DISCUSS WITH MS. HOLMES QC ISSUES RELATED TO 


THE EDISON DEVICE DURING THE TIME PERIOD BEFORE YOU BECAME THE 


LAB DIRECTOR? 


A. 


Q. 


YES. 


AND DID THERANOS ULTIMAT! 


EDISON DEVICE? 


A. 


Q. 


YES. 


AND IF YOU CONTINUE ON PAGE 45, THE 


COMPARISON OF TEST RESULTS. 


A. 


Q. 


47 


DO YOU SEE THAT? 


MR. LEACH, DO YOU MEAN D5775? 


I DO. THANK YOU. 


BLY VOID ALL OF THE TESTS ON THE 


E'S A D TAG, D575 


AND DO YOU SEE THAT DISCUSSION CONTINUES ON TO PAGE 46 AND 


WITH PARTICULAR REFERENCE TO THE EDISON DEVICE? 


ES 
ES. 


D DID YOU HAVE DISCUSSIONS WITH MS. 


ERANOS HAD PREPAR 


ED RI 


ELATING TO THE 


EDISON DI 


HOLMES ABOUT STUDIES 


EVICE? 


UNITED STATES COURT REPORTERS 


ER-485 


03 


03: 


03: 


03 


03: 


03 


03: 


03 


03 


03: 


03 


03: 


03 


O03: 


03: 


03 


Oss 


03 


03: 


03: 


03 


03: 


03 


03: 


03 


236 


36 


36 


236 


36 


236 


36 


236 


236 


36 


Se 


37 


So. 


37 


37 


pe ba 


37 


ee i 


37 


37 


soe7 


37 


Fe i 


37 


Soe 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


PM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-3, Page 196 of 210 


Case 5:18-cr-00258-EJD_ Document 1285 Filed 01/18/22 Page 182 of 203 
DAS DIRECT BY MR. LEACH 58 


52 


MR. LEACH: YOUR HONOR, I OFFER THESE PAGES AS I'VE 


DESCRIBED AS EVIDENCE OF STATE OF MIND. 


MR. WADE: SAME OBJECTIONS AS PREVIOUSLY NOTED. 


AND I TAKE IT STATE OF MIND AS OF THIS TIME PERIOD. 


THE COURT: YI! 


MR. WADE: 


THE COURT: IS THAT RIGHT, MR. 


MR. LEACH: YES. 


THE COURT: ALL RIGHT. THANK YOU. THE OBJECTION IS 


OVERRULED. 


LADIES AND GENTLEMEN, THESE WILL BE ADMITTED NOT FOR THE 


TRUTH OF THE MATTER ASSERTED IN THE DOCUMENTS, BUT RATHER TO 


SHOW EVIDENCE OF THE STATE OF MIND AS TO INTENT, KNOWLEDGE. 


IS THAT CORRECT, MR. LEACH, INTENT AND KNOWLEDGI 


MR. LEACH: YES, YOUR HONOR. 
THE COURT: -- AS TO MS. HOLMES. IT'S OFFERED FOR 
THAT PURPOSE ONLY. 


(GOVERNMENT'S EXHIBIT 4621, AS REDACTED, WAS RECEIVED IN 


EVIDENCE. ) 


BY MR. LEACH: 


Q. AND MS. HOLLIMAN, IF WE CAN NOW PLEASE DISPLAY PAGE 40 AS 


REDACTED. 


DR. DAS, DO YOU SEE IN THE LEFT THERE'S THE NUMBER D5481? 


YES. 


IS THAT A REFERENCE TO THE D TAG FOR THIS IDENTIFIED 
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53 


DEFICIENCY? 


A. YES. 


Q. OKAY. AND IS THERE A RESTATEMENT OF THE REGULATORY 


PROVISION IN THE COLUMN TO THE RIGHT BRIEFLY IN F AND G? 


As YES. 


Q. OKAY. AND THEN IT SAYS, "THIS STANDARD IS NOT MET AS 


EVIDENCED BY." 


DO YOU SEE THAT LANGUAGE? 


A. YES. 


Q. AND THEN DOES CMS LIST THE PARTICULAR FINDINGS AND 


EVIDENCE THAT RELATE TO THIS PARTICULAR STANDARD? 


A. YES. 


Q. OKAY. AND THIS RELATES TO QC FOR SOMETHING CALLED PT INR. 


WHAT IS PT INR? 


IT IS A BLOOD CLOTTING TEST. 


AND DID -- IN RESPONSE TO THE 2567, DID YOU ULTIMATELY 


‘TERMINE TO -- THAT THERE WERE ERRORS IN THE PT INR TEST? 


RIBE THOSE FOR US, PLEASE. 


ERE WERE ACTUALLY A VARIETY OF FINDINGS. ONE OF 


THEM WAS ERRORS IN THE CALCULATION OF THE VALUES THAT HAS TO DO 


WITH EACH LOT THAT IS USED FOR THIS ASSAY ON THE SIEMENS 


INSTRUMENT. 


THERE WERE ALSO DEVIATIONS IN THE PATIENT TEST RESULT 


DISTRIBUTIONS, AS WELL AS QUALITY CONTROL ISSUES. 
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54 


AND DID -- 


MR. WADE: YOUR HONOR, PARDON ME. JUST MOV! 


STRIKE ON 702 GROUNDS. 


THE COURT: I'M GOING TO SUSTAIN THE OBJECTION. 


AND THAT LAST PORTION IS STRICKEN, LADIES AND GENTLEMEN. 


BY MR. LEACH: 


Q. DID YOU -- IN COMMUNICATING TO CMS, DID YOU DESCRIBE THI 


BASES -- DID YOU TELL CMS THAT THERANOS WAS VOIDING PT INR 


TESTS? 


Y 


AND DID YOU EXPLAIN TO THEM WHY THERANOS WAS DOING THAT? 


YES. 


WHAT DID YOU TELL CMS? 


I DO NOT RECALL THE EXACT LANGUAGE, BUT IT REFLECTE 


INACCURATE CALCULATIONS, AS WELL AS QUALITY CONTROL ISSU. 


INACCURACIES REFLECTED IN THE PATIENT TEST RESULT 


DISTRIBUTIONS. 


O. LET'S GO FURTHER IN TIME IN THIS DOCUMENT TO PAGE 41. IF 


WE CAN HIGHLIGHT D THROUGH H -- OR ACTUALLY D THROUGH I. I'M 
SORRY, MS. HOLLIMAN. 


DO YOU SEE, DR. DAS, IN D WHERE IT SAYS, "ON 


SEPTEMBER 7TH, 2015, CITROL 3 WAS RUN SEVEN TIMES WITHOUT 
OBTAINING AN ACCEPTABLE QC VALUE"? 


Ps YES. 


Q. AND FURTHER DOWN IN I, IT SAYS, "81 PATIENTS WERE REPORTED 
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FROM APRIL 1ST, 2015 THROUGH 9/16/15." 


DO YOU SEE THAT LANGUAGE? 


YES. 


AND WHAT WAS THE TH 


ERSTOOD IT THAT WAS B 


RUST OF THE DEFICIENCY AS YOU 


EING BROUGHT TO YOUR ATTENTION? 


55 


WHAT IS BEING REFERENCED HERE IS THAT PATIENT RESULTS WERE 


RECORDED WHEN QUALITY CONTROLS WERE NOT RECORDED. 


Q. 


A. 


RESULTS ARE 


Q. SO IF YOU 


FOR WHATEVER 


A. THAT'S RIGHT. 


Q. 


AND IS THIS LISTING ] 


BE XAMPLI 


AND EXPLAIN WHY THAT'S, EXPLAIN WHY THAT'S AN ISSUE. 


QUALITY CONTROL MUST BE RUN DAILY WHEN PATIENT TEST 


BEING RUN ON ANY ASSAY. 


REASON, YOU SHOULDN'T BE REPORTING A TEST? 


THERANOS WAS RUNNING TESTS AFTEI 


A. YES. 


MR. WADE: 


YOUR HONOR, MOV. 


ES OF WHERE 


E TO STRIKE. 


IT APPEAI 


PTs 


THE SCOPE OF WHAT THE EVIDENCE IS OFFERED FOR. 


THE 


COURT: 


IT'LL SUSTAIN THE OBJI 


YOU CAN ASK THAT IN A DIFFERENT WAY. 


ECTION AND STRIKE THAT ANSWER. 


BY MR. LEACH: 


Q. 


ED THAT 


R NOT PASSING QUALITY CONTROL? 


E'THE 


RUN QUALITY CONTROL AND YOU FAIL QUALITY CONTROL 


BEYOND 


AS PART OF YOUR WORK, DR. DAS, DID YOU INVESTIGATE WHI 


THERE WERE INSTANCES WHERE THERANOS REPORTED PATIENT RESULTS 


A. YES. 


UNI 


ER NOT PASSING QUALITY CONTROL? 


TED STAT! 
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56 


AND DID YOU FIND EXAMPLES OF THAT RELATING TO PT INR? 


YES. 


MR. 


WADE: 702, YOUR HONOR. 


THE COURT: OVERRULED. 


BY MR. LEACH: 


YOU FOUND EXAMPLES OF THAT? 


YES. 


DID YOU ALSO -- LOOKING DOWN AT PARAGRAPH 2, DO YOU SEE 


THAT THE FINDING HERE IS BASED ON A REVIEW OF THE QUALITY 


CONTROL PROCE 


DURE, OC RECORDS, AND RAW DATA FROM PATIENT TEST 


RUNS AND INTERVIEW WITH THE GENERAL SUPERVISOR, THE LABORATORY 


FATLED TO ENS 


URE THAT THE QC WAS ACCEPTABLE FOR THE TPS SYSTEM, 


OR THERANOS P 


RESULTS. 


ROPRIETARY SYSTEM, PRIOR TO REPORTING PATIENT TEST 


DO YOU SEE THAT? 


A. YES. 


Q. IN YOUR MIND, WAS THIS RAISING A SIMILAR ISSUE WITH THE 


EDISONS THAT WAS RAISED WITH RESPECT TO PT INR? 


A. YES. 


MR. 


WADE: 702, YOUR HONOR. 


THE COURT: OVERRULED. 


BY MR. LEACH: 


Q. AND DID YOU INVESTIGATE WHETHER THERE WERE INSTANCES WHERE 


THERANOS REPORTED PATIENT RESULTS FROM THE EDISON DEVICE AFTER 


FAILING QUALITY CONTROL? 
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YES. 


AND DID YOU FIND INSTANCES OF THAT? 


YES. 


MORE THAN ONE? 


YES. 


AND WAS THAT AN ISSUE? 


YES. 


WHY IS THAT? 


FOR THE REASONS I DELINEATED EARLIER. 
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IT'S REQUIRED TO DO 


ITY CONTROL ON EVERY DAY THAT PATIENT TEST RESULTS ARE RUN. 


LET ME GO, PLEASE, TO PAGE -- LET ME GO TO PAGE 42, AND I 


TO DRAW YOUR ATTENTION TO PARAGRAPHS D THROUGH G. 


DO YOU SEE WHERE IT SAYS IN D, "OC 


ING GLOBULIN, SHOWED THAT ON DI 


UNTII 


EVICE E 


RECORDS FOR SEX HORMONE 


1025, QC LEVEL 2'S, 


EXPIRATION WAS ON 8/14/14 AT 18:54 AN 


D WAS NOT RUN AGAIN 


L 8/15/14. PATIENT DATA SHOWED THAT PATIENT SESSION," AND 


Q. 


RAISING THE 


DO YOU SEE THAT LANGUAGE? 


YES. 


THIS 


ISSUE OF THERANOS REPO. 


ERE'S A NUMBER, "WAS RUN ON 8/14/14 AT 19:09." 


AND IN YOUR MIND, DID YOU UNDERSTAND THIS -- WAS THIS CMS 


RTING PATIENT RESULTS FOR 


PARTICULAR ASSAY AFTER FAILING QUALITY CONTROL? 


YES. 


AND THAT'S AN ISSUE THAT YOU INV 


YES. 


ESTIGATED AS W 
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Q. 


58 


AND YOU FOUND INSTANCES WHERE THAT HAPPENED? 


Y 


LE 


FE} DRAW YOUR ATTENTION, PLEASE, TO PAGE 43. AND I 


WANT TO DRAW YOUR ATTENTION TO THE FINDING L AT THE BOTTOM. 


DO YOU SEE WHERE IT SAYS, "QC RECORDS FOR VITAMIN B12 


SHOWED THAT ON DEVICE E 37, QCl HAD A '10X WARNING' MESSAGE"? 


A. 


A. 


QUALITY CONTROL RESULTS LIE ON ONE SIDE OF THE 


ABOVE O 


Y 


AND WHAT IS A 


ul 


ES 
ES. 


HAT IS REFE 


Q. 


WHERE T 


10X 


AN 


WAI! 


RNING HAD COME UP? 


As 


Q. 


Y 


AND IF I COULD FOCUS ON THE SECOND HALF |] 


ES 
ES. 


FINDING AT O THROUGH Q. 


REV! 


10X WARNING MESSAGE? 


RRING TO A QUALITY CONTROL FAILURE WHERE THE 


EAN EITHER 


R BELOW TEN TIMES CONSECUTIVELY. 


PLEASE LOOK AT THE NEXT PAGE, PAGE 44. 


BEGINNING WITH THE 


D IN THE COURSE OF YOUR WORK, DID YOU SEE INSTANCES 


HERANOS CONTINUED TO REPORT PATIENT RESULTS AFTER THIS 


DO YOU SEE, DR. DAS, WHERE IT SAYS, "LEVEY-JENNINGS CHARTS 


BALI 


QC2 HAD 15 CONSECUTIVE DAYS THAT THE RESUL 


STANDARD DEVIATIONS BELOW TH! 


ED THAT SHBG DEVICE E 26 QCl HAD 13 CONS] 


ECUTIVE DAYS AND 


TS WERE AT LEAST TWO 


THROUGH 10/29/14." 


A. 


DO YOU SEE THAT LANGUAGE’ 


YES. 


E MEAN FROM SEPTEM 
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59 


on DID YOU ALSO REVIEW LEVEY-JENNINGS CHARTS IN THE COURSE OF 


YOUR WORK IN INV. 


A. YES. 


ESTIGATING THE 2567? 


Q. AND IT'S BEEN A WHILE SINCE WE'VE HEARD THAT TERM, BUT 


WHAT IS A LEVEY-JENNINGS CHART? 


A. IT'S ALSO KNOWN AS A CONTROL CHART. IT'S JUST A WAY TO 


CHART QUALITY CONTROL VALUES OVER TIME WITH RESPECT TO THE 


EXPECTED MEAN AND STANDARD DEVIATIONS. 


O'. AND AT ANY POINT IN TIME DID YOU COMMUNICATE TO CMS THAT 


YOU DISAGRI 


FED WITH THIS FINDING? 


A. NO. 


Q. THAT WOULD BE 


TRUE OF THE FINDINGS IN P AND Q RELAT 


THE LEVY-JENNINGS CHARTS? 


A. YES. 


Q. WE TALKED A LITTLE BIT ABOUT -- 


THANK YOU, MS. HOLLIMAN. WE CAN TAKE THAT DOWN. 


DURING THE COURSE OF YOUR WORK, DID YOU BECOME FAMILIAR 


WITH THE ARIZONA LAB, THE MODERATE COMPLEXITY ARIZONA LAB? 


A. YES. 


Q. AND AS A Ri 


ESULT OF YOUR WORK, THE TESTING THAT WAS DONE IN 


THE ARIZONA LAB WAS NOT DONE ON ANY THERANOS DEVICES; IS THAT 


CORRECT? 


YES. 


AND IT WAS NOT DONE ON ANY MODIFIED THIRD PARTY DEVIC! 


YES. 
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Os AND DID YOU UNDERSTAND THAT THE VOLUME OF TESTING IN 


ARIZONA EXCEE 


YES. 


ED THE VOLUME OF T! 


BY SOME ORDER OF MAGNITUDE? 


COULD YOU BE MORE 


SPECIFIC? 


BY WHAT ORDER OF MAGNITUDE APPROXIMATELY? 


I'M NOT AWARE OF THAT NUM 


OKAY. WE TALKED EARLIER ABOUT THE VOIDING OF THE TEST 


RESULTS FROM THE EDISON 3.5. 


WHAT MECHANICALLY DID YOU DO TO VOID THE 


BER. 


ESTING IN CALIFORNIA? 


COULD YOU SPECIFY "MECHANICALLY"? 


DID THE COMPANY SEND SOMETHING TO 


AH, YES. 


VOIDED REPORTS. 


CORRECTIVE REPORTS WERE SENT, 


ENTS? 


IN TH 


WHAT DID IT 


IS CASE 


60 


Q. AND DID THE CORRECTED REPORTS GIVE A PARTICULAR NUMBER OR 


ID IT JUST SAY VOID? 


EXACTLY, VOID. 


APPROXIMATELY HOW MANY EDISON TI! 


I DON'T KNOW THE 


50- TO 60,000. 


ESTS WER! 


E VOID! 


ED? 


EXACT NUMBI 


ER, 


Q. AND THAT'S THE TOTAL UNIVE 


EDISON IN THE CLIA LAB? 


ES 
ES. 


BUT IT WAS APP 


E OF TESTS THAT WER 


ROXIMAT! 


DID YOU EVER RESUME TESTING ON THE EDISON 3.5 IN THE CLIA 
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Q. DID YOU EVER RESUME TESTING ON ANY OTHER THERANOS 


MANUFACTURED DEVICE IN THE CLIA LAB? 


A. NO. 


MR. LEACH: MAY I HAVE A MOMENT, YOUR HONOR? 


THE COURT: YES. 


(DISCUSSION AMONGST GOVERNMENT COUNSEL OFF THE RECORD. ) 


MR. LEACH: JI HAVE NO FURTHER QUESTIONS, YOUR HONOR. 


THANK YOU. THANK YOU, DR. DAS. 


THE COURT: MR. WADE, DO YOU HAVE CROSS-EXAMINATION? 


MR. WADE: I DO, YOUR HONOR. 


(PAUSE IN PROCEEDINGS. ) 


CROSS-EXAMINATION 


BY MR. WADE: 


Q. GOOD AFTERNOON, DR. DAS. 


A. GOOD AFTERNOON. 


OQ. MY NAME IS LANCE WADE. I REPRESENT ELIZABETH HOLMES, AND 


IT'LL ASK YOU A FEW QUESTIONS ON HER BEHALF HERE THIS AFTERNOON, 


AND IT LOOKS LIKE PROBABLY GOING INTO TOMORROW AS WELL. 


OKAY? 


YES. 


OKAY. I'D LIKE TO JUST START BY ORIENTING EVERYONE TO 


EF OF THE DATES HERE. 


MR. LEACH ASKED YOU ABOUT THE CMS INSPECTION THAT WAS 
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